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DEPARTMENT OF AGRICULTURE

Food Safety and Inspection Service

9 CFR Part 381

[Docket No. 04—033F; FDMS No. FSIS—2007—
0045]

RIN 0583—-AD18

Allowing Bar-Type Cut Turkey
Operations To Use J-Type Cut
Maximum Line Speeds

AGENCY: Food Safety and Inspection
Service, USDA.
ACTION: Final rule.

SUMMARY: The Food Safety and
Inspection Service (FSIS) is amending
the Federal poultry products inspection
regulations to provide that turkey
slaughter establishments that open
turkey carcasses with Bar-type cuts may
operate at the maximum line speeds
established for J-type cuts if the
establishment uses the specific type of
shackle described in this final rule.
Under this final rule, as under current
regulations, the inspector in charge will
reduce line speeds when, in his or her
judgment, the prescribed inspection
procedure cannot be adequately
performed within the time available
because of the health conditions of a
particular flock or because of other
factors. Such factors include the manner
in which birds are being presented to
the inspector and the level of
contamination among the birds on the
line.

DATES: Effective Date: October 8, 2008.
FOR FURTHER INFORMATION CONTACT:
Patrick Burke, Risk Management
Division, Office of Policy and Program
Development, Food Safety and
Inspection Service, U.S. Department of
Agriculture, Room 3543, South
Building, 1400 Independence Avenue,
SW., Washington, DC 20250; Telephone
(202) 720-7974.

SUPPLEMENTARY INFORMATION:

Background

The Poultry Products Inspection Act
(PPIA) requires post-mortem inspection
of all carcasses of slaughtered poultry
subject to the Act (21 U.S.C. 455(b)).
Under the New Turkey Inspection (NTI)
System regulation (9 CFR 381.68), one
or two inspectors on each eviscerating
line examine the whole carcass and
viscera of each bird. The NTI System
regulation provides maximum line
speeds for: (1) One inspector and two
inspector lines; (2) light (under 16
pounds) and heavy (16 pounds and
over) turkeys; and (3) turkeys with J-
type cut openings and turkeys with Bar-
type cut openings.

Some turkey slaughter establishments
cut a J-type opening in the turkey
carcass, which is a large abdominal
opening in the turkey that facilitates the
removal of the viscera. These
establishments use a metal or plastic
device that is inserted into the cavity of
the carcass to hold the hocks. Other
establishments leave a section of skin
intact between the vent and body
opening to secure the hocks. This type
of opening is called a Bar-type cut
opening.

When the final NTI System regulation
was published in 1985 (50 FR 37508),
because of the shackles that were in use,
Bar-type cut turkeys presented for
inspection on a three-point suspension
required an extra inspection hand
motion to raise the bar-cut skin flap to
observe the under side of the bar-cut
skin flap and the kidney area. This extra
hand motion is not necessary to inspect
J-type cut turkeys. Therefore, the
regulation requires a slower line speed
for Bar-type cut operations than for J-
type cut operations. In addition, the
regulation states that the inspector in
charge may reduce inspection line rates
when, in his or her judgment, the
prescribed inspection procedure cannot
be adequately performed within the
time available because the health
conditions of a particular flock dictate a
need for a more extended inspection (9
CFR 381.68(c)).

In 1988, a turkey slaughter
establishment developed a turkey
shackle that positioned the three-point
hung turkey carcasses on a shackle with
a 4-inch by 4-inch selector (or kickout),
a 45 degree bend of the lower 2 inches,
an extended central loop portion of the
shackle that lowered the abdominal

cavity opening of the carcasses to an
angle of 30 degrees from the vertical in
direct alignment with the inspector’s
view, and a width of 10.5 inches. This
shackle allows light to illuminate the
total inside surfaces of the carcass and
allows FSIS inspectors to view and
properly inspect the inside surfaces of
the carcass with minimal manipulation.
Thus, with the modified shackles, the
Bar-type cut inspection hand motions
are similar to the J-type cut inspection
hand motions.

After this turkey slaughter
establishment installed the modified
shackles, FSIS conducted a study on the
effectiveness of these shackles. FSIS
concluded that, in a Bar-type cut
operation using the modified shackle
and regulatory maximum J-type cut line
speeds, establishment employees and
FSIS inspectors are able to perform as
well as they did when using the slower,
regulatory maximum Bar-type cut line
speeds. FSIS also concluded that,
because the modified shackle allows for
modification of the inspection hand
motions, use of the modified shackle
decreases the inspector’s work load
under the Bar-type cut inspection
procedure.

Under 9 CFR 381.3(b), for limited
periods, the Administrator of FSIS may
waive provisions of the regulations to
permit experimentation so that new
procedures, equipment, and processing
techniques may be tested to facilitate
definite improvements. Under this
regulation, on July 21, 1989, the
Administrator waived the NTI System
regulation for the first establishment
that installed the modified shackles, so
that the Bar-type cut establishment
could run at the maximum line speeds
for J-type cut turkeys. That
establishment is no longer using the
modified shackle.

FSIS has, however, allowed two other
establishments that installed the
modified turkey shackles described
above to run at the maximum line
speeds for J-type cut turkeys. Under 9
CFR 381.3(b), FSIS authorized one to
begin operating at the faster line speeds
on June 15, 2001, and the other on
March 17, 2004. FSIS reviewed in-plant
trial data from these establishments,
including disposition accuracy,
contamination rate, microbiological
characteristics, and other product
characteristics. The data show no
statistical difference between turkeys
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processed using the modified Bar-type
cut shackle running at the faster J-type
cut line speeds and turkeys processed at
the same establishment using the
original Bar-type cut shackle (non-
modified) running at the slower Bar-
type cut line speeds.

On February 19, 2004, ConAgra
Foods, the parent company of the two
establishments that process Bar-type cut
turkey carcasses with modified
shackles, using the faster line speeds for
J-type cuts, submitted a petition to FSIS
requesting that the Agency revise its
regulations to allow turkey
establishments that use Bar-type cuts
and modified shackles to operate under
the inspection rates (line speeds)
established for J-type cuts. On
September 9, 2005, FSIS proposed to
amend the regulations consistent with
the petitioner’s request (70 FR 53582).

Proposed and Final Rule Changes

This final rule amends the NTI
System regulation, consistent with the
petitioner’s request, to provide that
turkey slaughter establishments that
open turkey carcasses with Bar-type
cuts may operate at the maximum line
speeds established for J-type cuts if the
establishment uses a shackle with a 4-
inch by 4-inch selector (or kickout), a 45
degree bend of the lower 2 inches, an
extended central loop portion of the
shackle that lowers the abdominal
cavity opening of the carcasses to an
angle of 30 degrees from the vertical in
direct alignment with the inspector’s
view, and a width of 10.5 inches. The
final rule provisions are the same as
those that FSIS proposed. FSIS did not
make any changes in the final rule based
on comments received in response to
the proposed rule.

Based on the in-plant trial data
discussed above, FSIS has determined
that product quality and safety will not
be affected by allowing establishments
producing Bar-cut turkeys to operate at
the maximum regulatory line speeds for
J-type cuts, provided these
establishments use the type of shackle
described in this final rule. FSIS has
concluded that this rule will facilitate
post-mortem inspection of turkey
carcasses. For the two Bar-type cut
turkey establishments that use the
modified shackle to be able to run at
these line speeds on a permanent basis,
it is necessary that FSIS amend 9 CFR
381.68. In addition, it is necessary that
FSIS amend the regulation to allow all
turkey slaughter establishments that
may use Bar-type cut openings to run at
the maximum J-type cut line speeds,
provided that such establishments use
the correct shackles, and provided that
the health conditions of the flock or

other factors do not cause the inspector-
in-charge to reduce the line speed.

Under this final rule, as under current
regulations, the inspector in charge can
reduce line speeds when, in his or her
judgment, the prescribed inspection
procedure cannot be adequately
performed within the time available
because of the health conditions of a
particular flock. In addition, this final
rule makes clear that the inspector-in-
charge could reduce line speeds when
the prescribed inspection procedure
cannot be adequately performed within
the time available because of factors
other than the health conditions of the
flock. This rule specifies that such
factors could include the manner in
which birds are being presented to the
inspector for inspection and the level of
contamination among the birds on the
line.

Responses to Comments on the
Proposal

FSIS received three comments in
response to the proposed rule on
allowing Bar-type cut turkey operations
to use J-type cut maximum line speeds,
one from an FSIS employee and two
from animal rights organizations.

Comment: The FSIS employee asked
whether studies have been completed to
determine what effect the increase in
line speed will have on the upper
extremities of FSIS inspectors and
establishment employees.

The commenter also questioned
whether concrete guidelines would be
given to inspection program personnel
to assist them in making an objective
decision regarding reducing line speeds.

In addition, the employee questioned
whether FSIS performed baseline
studies concerning the safety of those
who work on the evisceration line when
the initial NTI System regulation was
proposed. This commenter stated that
FSIS employees are ignorant as to the
debilitating and potentially disabling
effects that increasing line speeds have
on the muscles, nerves, tendons, joints,
and ligaments of their upper
extremities.

Response: In 1989, based on the study
of the effectiveness of the modified
shackle discussed above, FSIS
determined that, by eliminating the
tilting motion at establishments
operating with the J-type cut maximum
line speeds, the inspection procedure
was improved. Tilting the turkey
normally required an ulner deviation of
the hands, which is one of the motions
thought to lead to Carpal Tunnel
Syndrome. Therefore, FSIS determined
that the modified shackle is
ergonomically better than the traditional
turkey shackle.

FSIS did not conduct baseline studies
concerning the safety of those who work
on the evisceration line when the initial
NTI System regulation was proposed in
1984 (49 FR 44640) or finalized in 1985
(50 FR 37508). FSIS determined it was
unnecessary to conduct such baseline
studies because the NTI System
regulation eliminated certain inspector
motions. By eliminating motions, the
regulation increased the safety for
inspection program personnel who work
on turkey evisceration lines.

FSIS does not intend to issue new
guidance to inspection program
personnel to assist them in making an
objective decision regarding reducing
line speeds. Under this rule, as under
current regulations, inspection program
personnel are to use their professional
judgment when making a decision to
reduce line speeds.

Comment: The two animal rights
organizations stated that faster line
speeds will result in a great deal of
additional suffering to birds during
shackling. One of the commenters stated
that when line speeds are increased,
workers grab the birds more roughly and
snap their legs into shackles more
violently. The other commenter stated
that meat and poultry slaughter
establishment workers involved in
incidents of inhumane handling often
explain that they were forced to mistreat
animals because of the pressure of
keeping up with the slaughter line. The
commenter further stated that FSIS
should consider the potential impact on
animal treatment when proposing
changes to slaughter practices, such as
line speeds.

Response: FSIS believes that faster
line speeds will not result in additional
suffering to birds. With the increased
line speed, the company may hire
additional handlers with the result that
the time to hang the birds remains the
same. As FSIS explained in the Federal
Register notice on the treatment of live
poultry before slaughter (70 FR 56624,
September 28, 2005), under the PPIA
and Agency regulations, all poultry
establishments must handle live poultry
in a manner that is consistent with good
commercial practices, which means
they should be treated humanely. In this
notice, FSIS also explained that the
Agency considers humane methods of
handling birds and humane slaughter
operations a high priority and takes
seriously any violations of applicable
laws and regulations. Under 9 CFR
381.71, FSIS condemns poultry
showing, on ante mortem inspection,
certain diseases or conditions. Bruising
is one condition that may result in
condemnation (9 CFR 381.89). Bruises
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are likely to result when birds are not
treated humanely.

Executive Order 12866

This action has been reviewed for
compliance with Executive Order (EO)
12866. This rule has been designated
“non-significant” and therefore has not
been reviewed by the Office of
Management and Budget.

Need for the Rule

This rule is necessary to provide more
production options for turkey slaughter
establishments. For the two Bar-type cut
turkey establishments that use the
modified shackles to be able to run at
the faster line speeds on a permanent
basis, it is necessary that FSIS amend
the regulations. In addition, it is
necessary that FSIS amend the
regulations to allow all turkey
establishments that may use Bar-type
cut openings to run at the maximum J-
type cut line speeds, provided that such
establishments use the correct shackles,
and provided that the health conditions
of the flock or other factors do not cause
the inspector in charge to reduce the
line speed.

Industry Overview

According to FSIS’ Animal
Disposition Reporting System (ADRS),
the U.S. turkey industry consists of
approximately 80 slaughter and
processing establishments, of which 25
are considered very small, 30 are
considered small, and 25 are considered
large.® The total industry employs
between 20,000 and 25,000 people in
the United States, with thousands more
employed in related industries, such as
contract growing, product distribution,
equipment manufacturing, and other
affiliated services.2

Turkey companies are vertically
integrated, meaning that they control or
contract for all phases of production and
processing—from breeding through
delivery to retail. In a vertically
integrated framework of turkey
contracting, establishments (integrators)
accept much of the risk of turkey
growing in exchange for greater control
over both the quality and quantity of
birds. Usually, the contract calls for
establishments to provide growers with
chicks or poult hatchlings and feed from

1In the preamble to the final rule entitled
“Pathogen Reduction; Hazard Analysis and Critical
Control Point (HACCP) Systems,” establishments
that employ between 1-9 persons and have less
than $2.5 million in annual sales are considered
very small; those that employ 10 to 499 persons are
considered small; and those that employ 500 or
more persons are considered large.

2National Turkey Federation Web site (http://
www.eatturkey.com/index.html). Turkey Facts and
Trivia.

their own hatcheries and feed mills,
veterinary services, medication, and
field supervisors to monitor operations.
The contract growers provide housing,
equipment, labor, water, and all or most
of the fuel and litter. Growers raise the
birds until ready for shipment to the
establishments. In their contractual
arrangements with growers,
establishments usually agree to pay a
pre-established fee per pound for live
turkeys plus a bonus or penalty for
performance relative to other growers.3

In 2006, the number of turkeys raised
in the United States was 262 million
head, weighing an average of 24.8
pounds. In 2006, the number of pounds
of turkey produced was 6.5 billion
pounds. At a rate of 45 cents per pound,
the value of production equaled $2.9
billion.

U.S. consumption of turkey and
turkey products is estimated to be
nearly 17.1 pounds per person for 2007.
The most popular turkey product
continues to be the whole turkey,
comprising 25 percent of all turkey sales
in 2006. The product distribution for
turkey products is as follows: 41.1
percent to grocery stores and other retail
outlets; 23.1 percent sold in commodity
outlets; 21.6 percent sold to foodservice
outlets; and 10 percent exported.

U.S. exports of turkey products in
2006 were 545 million pounds,
comprising 9.6 percent of total turkey
production. In 2006, the top four export
markets for U.S. turkey were Mexico
(310.0 million pounds), China (35.4
million pounds), Russia (25.2 million
pounds), and Canada (21.9 million
pounds).

Traditionally, turkey plants face
highly seasonal demand, with most
production occurring in the last quarter
of the year to accommodate the
increased consumption of turkeys
around Christmas and Thanksgiving.
Because of a shift in consumers’ taste for
turkey and turkey products, consumers
are consuming more turkey products,
such as turkey sausages, ground turkey,
luncheon meat, and tray packs; pre-
cooked turkey products such as deli
breasts, turkey ham, and turkey bacon;
and other further processed turkey
products, on a year-round basis. More
consumers are consuming turkey on a
year-round basis because of health
concerns and turkey’s nutritional value,
which addresses those concerns.* This

3 USDA Structural Change in U.S. Chicken and
Turkey Slaughter, Michael Ollinger, James
MacDonald, Milton Madison, September 2000, pp.
11-12 (ERS Agricultural Economic Report Number
787).

4 Consumers are recognizing the health benefits of
turkey as a low-fat, high-protein source. National
Turkey Federation Web site.

trend in consumption reduces the
excess capacity that plants were
experiencing during much of the year to
a more balanced production cycle year
round. By supplying turkey and turkey
products year round, turkey plants have
been able to stabilize production rates.
Stabilized production rates lower
production costs because plants are able
to avoid hiring, training, laying off
employees, and starting up and shutting
down of facilities on a seasonal basis.

Estimated Benefits

Establishments that process Bar-type
cut turkeys and install the modified
shackles will likely realize benefits
because these establishments will be
able to process more turkeys by using
the J-type cut line speeds. According to
ConAgra (who has petitioned FSIS to
amend the regulations, consistent with
this rule), by using the J-type cut line
speeds, a turkey plant processing Bar-
type cut turkeys can increase its
production capacity by 13 percent. Also
according to ConAgra, under typical
pricing and operation parameters, this
increase will result in $600,000 to
$3,000,000 more in revenue annually
per establishment. In addition, this
increase in capacity for processing
turkeys will allow establishments to
receive a greater return on their fixed
assets.

In addition to the two establishments
that use Bar-type cuts that FSIS has
authorized to run at the maximum line
speeds for J-type cuts, any other Bar-
type cut establishment also can begin
using the modified shackle and faster
line speeds under this final rule. If other
turkey slaughter establishments produce
a large volume of whole turkeys, some
of these turkey establishments may
decide to install the shackles to process
Bar-type cut turkeys and may obtain
benefits similar to those ConAgra
projected in its petition.

The use of the modified shackles for
Bar-type cut turkeys, compared to the
traditional shackles for these turkeys,
changes the presentation of the turkey
so that the inspector need not
manipulate the bar skin strip to observe
the underside of that flap and the
kidney area. Therefore, the Agency may
also realize benefits because the
inspectors would not be required to
perform an extra hand motion. The
elimination of this extra hand motion
may reduce undue fatigue among turkey
inspectors.

Based on data from an FSIS study at
a Bar-type cut turkey plant that ran at
the J-type cut maximum line speeds and
used the modified shackle that met the
criteria to be included in this rule, this
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rule will not affect product quality or
safety.

Estimated Costs

The costs of the final rule will be the
costs establishments incur in
purchasing and installing the modified
shackles. Establishments are not likely
to incur these costs unless they will
realize benefits. Industry sources
estimate that it would cost a typical
plant $55,000 (in 2006 dollars) to install
the modified shackles on two assembly
lines.

Regulatory Flexibility Act (RFA)

FSIS has examined the economic
implications of the final rule as required
by the RFA (5 U.S.C. 601-612). If a rule
has a significant economic impact on a
substantial number of small entities, the
RFA requires that regulatory options
that would lessen the economic effect of
the rule on small entities be analyzed.
FSIS has determined that the final rule
will not have a significant impact on a
substantial number of small entities for
the reasons discussed below.

One of the establishments using the
modified shackle is small, and one is
large. Under the final rule, turkey
slaughter establishments are not
required to install modified shackles
and are only likely to do so should they
incur profits through the faster line
speed for the production of whole
turkeys. Based on the ADRS data
discussed above, there are about 30
small turkey slaughter establishments
that could potentially install modified
shackles. Very small establishments are
not likely to install modified shackles
because they are seasonal turkey
processors.

Executive Order 12988

This final rule has been reviewed
under Executive Order 12988, Civil
Justice Reform. This rule: (1) Preempts
all State and local laws and regulations
that are inconsistent with this rule; (2)
has no retroactive effect; and (3) does
not require administrative proceedings
before parties may file suit in court
challenging this rule.

Paperwork Reduction Act

There are no paperwork or
recordkeeping requirements associated
with this final rule under the Paperwork
Reduction Act of 1995 (44 U.S.C. 3501—
3520).

Additional Public Notification

Public awareness of all segments of
rulemaking and policy development is
important. Consequently, in an effort to
ensure that the minorities, women, and
persons with disabilities, are aware of
this final rule, FSIS will announce it on-
line through the FSIS Web page located
at http://www.fsis.usda.gov/
Regulations_&_Policies/
2008_Interim_&_Final_Rules_Index/
index.asp. FSIS also will make copies of
this Federal Register publication
available through the FSIS Constituent
Update, which is used to provide
information regarding FSIS policies,
procedures, regulations, Federal
Register notices, FSIS public meetings,
and other types of information that
could affect or would be of interest to
our constituents and stakeholders. The
Update is communicated via Listserv, a
free e-mail subscription service
consisting of industry, trade groups,
consumer interest groups, health
professionals, and other individuals
who have requested to be included. The
Update is also available on the FSIS
Web page. Through the Listserv and
Web page, FSIS is able to provide
information to a much broader and more
diverse audience. In addition, FSIS
offers an e-mail subscription service that
provides automatic and customized
access to selected food safety news and
information. This service is available at
http://www.fsis.usda.gov/
news_and_events/email_subscription/.
Options range from recalls to export
information to regulations, directives,
and notices. Customers can add or
delete subscriptions themselves, and
have the option to password protect
their accounts.

List of Subjects in 9 CFR Part 381

Poultry products inspection, Post-
mortem.

m For the reasons discussed in the
preamble, FSIS is amending 9 CFR part
381 as follows:

PART 381—POULTRY PRODUCTS
INSPECTION REGULATIONS

m 1. The authority citation for part 381
continues to read as follows:

Authority: 21 U.S.C. 451 et seq.

m 2. Section 381.68 is amended as
follows:

m a. Paragraph (a) is amended by
revising the first two sentences and by
adding a new sentence after the second
newly revised sentence;

m b. Paragraph (c) is amended by adding
“or other factors, including the manner
in which birds are being presented to
the inspector for inspection and the
level of contamination among the birds
on the line,” in the introductory text
after the words “particular flock”; and
by revising the table and footnotes.

The revisions and additions read as
follows:

§381.68 Maximum inspection rates—New
turkey inspection system.

(a) The maximum inspection rates for
one inspector New Turkey Inspection
(NTI-1 and NTI-1 Modified) and two
inspectors New Turkey Inspection
(NTI-2 and NTI-2 Modified) are listed
in the table below. The line speeds for
NTI-1 and NTI-2 are for lines using
standard 9-inch shackles on 12-inch
centers with birds hung on every
shackle and opened with J-type or Bar-
type opening cuts. The line speeds for
NTI-1 Modified and NTI-2 Modified
are for Bar-type cut turkey lines using a
shackle with a 4-inch by 4-inch selector
(or kickout), a 45 degree bend of the
lower 2 inches, an extended central loop
portion of the shackle that lowers the
abdominal cavity opening of the
carcasses to an angle of 30 degrees from
the vertical in direct alignment with the
inspector’s view, and a width of 10.5

inches. * * *
* * * * *

(c)***
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MAXIMUM TURKEY INSPECTION RATES
Birds/minute
Inspection system Line ct%\r:igura- E\rlgrgg;rog J-Type Bar-Type

(<16#) (>16#)1 (<16#) (>16#) 1

light heavy light heavy
NT =T s 12-1 1 32 30 25 21
NTI-2 ... 224-2 2 51 41 45 35
NTI-1 Modified 12-1 1 — — 32 30
NTI-2 Modified 224-2 2 — — 51 41

1This weight refers to the bird at the point of post-mortem inspection without blood or feet.
2The turkeys are suspended on the slaughter line at 12-inch intervals with two inspectors each looking at alternating birds at 24-inch intervals.

Done in Washington, DC, on August 29,
2008.

Alfred V. Almanza,

Administrator.

[FR Doc. E8-20551 Filed 9-5—08; 8:45 am]
BILLING CODE 3410-DM-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA-2008-0356; Directorate
Identifier 2008—NM-042-AD; Amendment
39-15661; AD 2008-18-04]

RIN 2120-AA64

Airworthiness Directives; Bombardier
Model DHC-8-400 Series Airplanes

AGENCY: Federal Aviation
Administration (FAA), Department of
Transportation (DOT).

ACTION: Final rule.

SUMMARY: The FAA is superseding an
existing airworthiness directive (AD),
which applies to certain Bombardier
Model DHC-8-400 series airplanes.
That AD currently requires inspecting
all barrel nuts to determine if the barrel
nuts have a certain marking, inspecting
affected bolts to determine if the bolts
are pre-loaded correctly, and replacing
all hardware if the pre-load is incorrect.
For airplanes on which the pre-load is
correct, the existing AD requires doing
repetitive visual inspections for
cracking of the barrel nuts and cradles
and replacing all hardware for all
cracked barrel nuts. The existing AD
also requires replacing all hardware for
certain affected barrel nuts that do not
have cracking, which would end the
repetitive inspections for those
airplanes. The existing AD also provides
an optional replacement for all affected
barrel nuts. This new AD requires
replacing all affected barrel nuts and
applying a certain compound to the
affected barrel nuts and bolts. This AD
results from reports of cracking in the

barrel nuts at the four primary front spar
wing-to-fuselage attachment joints. We
are issuing this AD to detect and correct
cracking of the barrel nuts at the wing
front spar wing-to-fuselage joints, which
could result in reduced structural
integrity of the wing-to-fuselage
attachments and consequent
detachment of the wing.

DATES: This AD becomes effective
October 14, 2008.

The Director of the Federal Register
approved the incorporation by reference
of a certain publication listed in the AD
as of October 14, 2008.

On February 13, 2008 (73 FR 8187,
February 13, 2008), the Director of the
Federal Register approved the
incorporation by reference of
Bombardier Alert Service Bulletin A84—
57-19, Revision A, dated February 6,
2008.

ADDRESSES: For service information
identified in this AD, contact
Bombardier, Inc., Bombardier Regional
Aircraft Division, 123 Garratt Boulevard,
Downsview, Ontario M3K 1Y5, Canada.

Examining the AD Docket

You may examine the AD docket on
the Internet at http://
www.regulations.gov; or in person at the
Docket Management Facility between 9
a.m. and 5 p.m., Monday through
Friday, except Federal holidays. The AD
docket contains this AD, the regulatory
evaluation, any comments received, an
other information. The address for the
Docket Office (telephone 800-647-5527)
is the Document Management Facility,
U.S. Department of Transportation,
Docket Operations, M—30, West
Building Ground Floor, Room W12-140,
1200 New Jersey Avenue, SE.,
Washington, DC 20590.

FOR FURTHER INFORMATION CONTACT:
Pong Lee, Aerospace Engineer, Airframe
and Propulsion Branch, ANE-171, FAA,
New York Aircraft Certification Office,
1600 Stewart Avenue, Suite 410,
Westbury, New York 11590; telephone
(516) 228-7324; fax (516) 794—5531.

SUPPLEMENTARY INFORMATION:
Discussion

The FAA issued a supplemental
notice of proposed rulemaking (NPRM)
to amend 14 CFR part 39 to include an
AD that supersedes AD 2008-04—02,
amendment 39-15374 (73 FR 8187,
February 13, 2008). The existing AD
applies to certain Bombardier Model
DHC—-8-400 series airplanes. That
supplemental NPRM was published in
the Federal Register on June 26, 2008
(73 FR 36285). That supplemental
NPRM proposed to continue to require
inspecting all barrel nuts to determine if
the barrel nuts have a certain marking,
inspecting affected bolts to determine if
the bolts are pre-loaded correctly, and
replacing all hardware if the pre-load is
incorrect. For airplanes on which the
pre-load is correct, that supplemental
NPRM also proposed to continue to
require doing repetitive visual
inspections for cracking of the barrel
nuts and cradles and replacing all
hardware for all cracked barrel nuts.
That supplemental NPRM also proposed
to continue to require replacing all
hardware for certain affected barrel nuts
that do not have cracking, which would
end the repetitive inspections for those
airplanes. In addition, that
supplemental NPRM also proposed to
continue to provide an optional
replacement for all affected barrel nuts.
Finally, that supplemental NPRM also
proposed to require replacing all
affected barrel nuts and applying a
certain compound to the affected barrel
nuts and bolts.

Comments

We provided the public the
opportunity to participate in the
development of this AD. No comments
have been received on the NPRM or on
the determination of the cost to the
public.

Conclusion

We have carefully reviewed the
available data and determined that air
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safety and the public interest require
adopting the AD as proposed.

Costs of Compliance

This AD affects about 48 airplanes of
U.S. registry.

The actions that are required by AD
2008-04-02 and retained in this AD
take about 3 work hours per airplane, at
an average labor rate of $80 per work
hour. Based on these figures, the
estimated cost of the currently required
actions is $11,520, or $240 per airplane,
per inspection cycle.

Replacement of the hardware of a
barrel nut, if required, takes about 12
work hours per airplane, at an average
labor rate of $80 per work hour.
Required parts cost about $800 per
barrel nut. Based on these figures, we
estimate the cost of a replacement to be
$1,760 per barrel nut.

Application of the compound, if
required, takes about 4 work hours per
airplane, at an average labor rate of $80
per work hour. Based on these figures,
we estimate the cost of a replacement to
be $320 per application.

Authority for This Rulemaking

Title 49 of the United States Code
specifies the FAA’s authority to issue
rules on aviation safety. Subtitle I,
Section 106, describes the authority of
the FAA Administrator. Subtitle VII,
Aviation Programs, describes in more
detail the scope of the Agency’s
authority.

We are issuing this rulemaking under
the authority described in Subtitle VII,
Part A, Subpart III, Section 44701,
“General requirements.” Under that
section, Congress charges the FAA with
promoting safe flight of civil aircraft in
air commerce by prescribing regulations
for practices, methods, and procedures
the Administrator finds necessary for
safety in air commerce. This regulation
is within the scope of that authority
because it addresses an unsafe condition
that is likely to exist or develop on
products identified in this rulemaking
action.

Regulatory Findings

We have determined that this AD will
not have federalism implications under
Executive Order 13132. This AD will
not have a substantial direct effect on
the States, on the relationship between
the national government and the States,
or on the distribution of power and
responsibilities among the various
levels of government.

For the reasons discussed above, I
certify that this AD:

(1) Is not a “significant regulatory
action” under Executive Order 12866;

(2) Is not a “significant rule” under
DOT Regulatory Policies and Procedures
(44 FR 11034, February 26, 1979); and

(3) Will not have a significant
economic impact, positive or negative,
on a substantial number of small entities
under the criteria of the Regulatory
Flexibility Act.

We prepared a regulatory evaluation
of the estimated costs to comply with
this AD and placed it in the AD docket.
See the ADDRESSES section for a location
to examine the regulatory evaluation.

List of Subjects in 14 CFR Part 39

Air transportation, Aircraft, Aviation
safety, Incorporation by reference,
Safety.

Adoption of the Amendment

m Accordingly, under the authority
delegated to me by the Administrator,
the FAA amends 14 CFR part 39 as
follows:

PART 39—AIRWORTHINESS
DIRECTIVES

m 1. The authority citation for part 39
continues to read as follows:

Authority: 49 U.S.C. 106(g), 40113, 44701.

§39.13 [Amended]

m 2. The Federal Aviation
Administration (FAA) amends § 39.13
by removing amendment 39-15374 (73
FR 8187, February 13, 2008) and by
adding the following new airworthiness
directive (AD):

2008-18-04 Bombardier, Inc. (Formerly de
Havilland, Inc.): Amendment 39-15661.
Docket No. FAA—2008-0356; Directorate
Identifier 2008—NM—-042—AD.

Effective Date

(a) This AD becomes effective October 14,
2008.

Affected ADs

(b) This AD supersedes AD 2008—04—-02.
Applicability

(c) This AD applies to Bombardier Model
DHC-8-400, DHC-8—401, and DHC-8—402
airplanes, certificated in any category; serial

numbers 4001 and 4003 through 4176
inclusive.

Unsafe Condition

(d) This AD results from reports of cracking
in the barrel nuts at the four primary front
spar wing-to-fuselage attachment joints. We
are issuing this AD to detect and correct
cracking of the barrel nuts at the wing front
spar wing-to-fuselage joints, which could
result in reduced structural integrity of the
wing-to-fuselage attachments and consequent
detachment of the wing.

Compliance

(e) You are responsible for having the
actions required by this AD performed within

the compliance times specified, unless the
actions have already been done.

Restatement of Requirements of AD 2008-
04-02 With New Service Information

Inspections and Corrective Actions

(f) Within 50 flight hours after February 13,
2008 (the effective date of AD 2008—-04—02),
inspect all barrel nuts, part number DSC228-
16, to determine if the barrel nuts are
identified with a marking of LH7940T SPS
01. Inspect in accordance with the
Accomplishment Instructions of Bombardier
Alert Service Bulletin A84-57-19, Revision
A, dated February 6, 2008; or Revision B,
dated March 6, 2008. As of the effective date
of this AD, Bombardier Alert Service Bulletin
A84-57-19, Revision B, dated March 6, 2008,
must be used.

(1) If no barrel nuts are identified with a
marking of LH7940T SPS 01, no further
actions are required by this paragraph.

(2) If any barrel nut is found that is
identified with a marking of LH7940T SPS
01, before further flight, inspect the inboard
and outboard bolts to determine if the bolts
are pre-loaded correctly. Inspect in
accordance with the Accomplishment
Instructions of Bombardier Alert Service
Bulletin A84-57—19, Revision A, dated
February 6, 2008; or Revision B, dated March
6, 2008. As of the effective date of this AD,
Bombardier Alert Service Bulletin A84-57—
19, Revision B, dated March 6, 2008, must be
used.

(i) If the pre-load is incorrect (i.e., the ring
can be rotated), before further flight, replace
all hardware at that location in accordance
with the Accomplishment Instructions of the
alert service bulletin.

(ii) If the pre-load is correct, before further
flight, do a visual inspection for cracking of
the barrel nuts and cradles in accordance
with the Accomplishment Instructions of the
alert service bulletin.

(A) If no cracking of the barrel nut and
cradle is found, do the applicable action
required by paragraph (g) of this AD.

(B) If no cracking of the barrel nut is found
and only cracking of the cradle is found, no
action is required by this paragraph provided
that the applicable corrective action specified
in paragraph (g) of this AD is done.

(C) If any cracking of the barrel nut is
found, before next flight, replace all
hardware only at that location in accordance
with the Accomplishment Instructions of the
alert service bulletin.

(g) For any barrel nuts on which no
cracking of the barrel nut was found during
the inspection required by paragraph (f)(2)(ii)
of this AD, do the applicable corrective
action specified in paragraph (g)(1), (g)(2),
(g)(3), (g)(4), or (g)(5) of this AD at the
compliance time specified in the applicable
paragraph.

(1) If four barrel nuts having no cracking
are found, do the actions specified in
paragraphs (g)(1)(), (g)(1)(ii), and (g)(1)(iii) of
this AD.

(i) Within 50 flight hours after doing the
inspection required by paragraph (f)(2)(ii) of
this AD, repeat the inspection specified in
paragraph (f)(2) of this AD. Thereafter, repeat
the inspection at intervals not to exceed 50
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flight hours until the replacement specified
in paragraph (g)(1)(ii) of this AD is done.

(ii) Within 100 flight hours after doing the
inspection required by paragraph (f)(2)(ii) of
this AD, replace all hardware at the left-hand
outboard location and the right-hand
outboard location in accordance with the
Accomplishment Instructions of Bombardier
Alert Service Bulletin A84-57-19, Revision
A, dated February 6, 2008; or Revision B,
dated March 6, 2008. As of the effective date
of this AD, Bombardier Alert Service Bulletin
A84-57-19, Revision B, dated March 6, 2008,
must be used. Replacing the barrel nuts on
the outboard locations terminates the
requirement to do the repetitive inspections
specified in paragraph (g)(1)(i) of this AD.

(iii) Within 100 flight hours after doing the
replacement required by paragraph (g)(1)(ii)
of this AD, repeat the inspection specified in
paragraph (f)(2) of this AD for the remaining
barrel nuts identified with a marking of
LH7940T SPS 01. Thereafter, repeat the
inspection at intervals not to exceed 100
flight hours until the replacement of all
hardware at those locations is done. Do the
inspection and replacement in accordance
with the Accomplishment Instructions of
Bombardier Alert Service Bulletin A84-57—
19, Revision A, dated February 6, 2008; or
Revision B, dated March 6, 2008. As of the
effective date of this AD, Bombardier Alert
Service Bulletin A84-57-19, Revision B,
dated March 6, 2008, must be used.

(2) If three barrel nuts having no cracking
are found, do the actions specified in
paragraphs ()(2)(3), (g)(2)(ii), and (g)(2)(iii) of
this AD.

(i) Within 50 flight hours after doing the
inspection required by paragraph (f)(2)(ii) of
this AD, repeat the inspection specified in
paragraph (f)(2) of this AD. Thereafter, repeat
the inspection at intervals not to exceed 50
flight hours until the replacement specified
in paragraph (g)(2)(ii) of this AD is done.

(ii) Within 100 flight hours after doing the
inspection required by paragraph (f)(2)(ii) of
this AD, replace all hardware for one affected
barrel nut at the outboard location, on the
side with two affected barrel nuts, in
accordance with the Accomplishment
Instructions of Bombardier Alert Service
Bulletin A84-57-19, Revision A, dated
February 6, 2008; or Revision B, dated March
6, 2008. As of the effective date of this AD,
Bombardier Alert Service Bulletin A84-57—
19, Revision B, dated March 6, 2008, must be
used. Replacing the barrel nut on the
outboard location terminates the requirement
to do the repetitive inspections specified in
paragraph (g)(2)(i) of this AD.

(iii) Within 100 flight hours after doing the
replacement required by paragraph (g)(2)(ii)
of this AD, repeat the inspection specified in
paragraph (f)(2) of this AD for the remaining
barrel nuts identified with a marking of
LH7940T SPS 01. Thereafter, repeat the
inspection at intervals not to exceed 100
flight hours until the replacement of all
hardware at those locations is done. Do the
inspection and replacement in accordance
with the Accomplishment Instructions of
Bombardier Alert Service Bulletin A84-57—
19, Revision A, dated February 6, 2008; or
Revision B, dated March 6, 2008. As of the
effective date of this AD, Bombardier Alert

Service Bulletin A84-57—-19, Revision B,
dated March 6, 2008, must be used.

(3) If two barrel nuts having no cracking
are found and both nuts are on the same side,
do the actions specified in paragraphs
(8)(3)(1), (g)(3)(ii), and (g)(3)(iii) of this AD.

(i) Within 100 flight hours after doing the
inspection required by paragraph (f)(2)(ii) of
this AD, repeat the inspection specified in
paragraph (f)(2) of this AD. Thereafter, repeat
the inspection at intervals not to exceed 100
flight hours until the replacement specified
in paragraph (g)(3)(ii) of this AD is done.

(ii) Within 500 flight hours after doing the
inspection required by paragraph (f)(2)(ii) of
this AD, replace all hardware for one affected
barrel nut at the outboard location that has
two affected barrel nuts in accordance with
the Accomplishment Instructions of
Bombardier Alert Service Bulletin A84-57—
19, Revision A, dated February 6, 2008; or
Revision B, dated March 6, 2008. As of the
effective date of this AD, Bombardier Alert
Service Bulletin A84-57—19, Revision B,
dated March 6, 2008, must be used.
Replacing the barrel nut on the outboard
location terminates the requirement to do the
repetitive inspections specified in paragraph
(8)(3)(i) of this AD.

(iii) Within 100 flight hours after doing the
replacement required by paragraph (g)(3)(ii)
of this AD, repeat the inspection specified in
paragraph (f)(2) of this AD for the remaining
barrel nut identified with a marking of
LH7940T SPS 01. Thereafter, repeat the
inspection at intervals not to exceed 100
flight hours until the replacement of all
hardware at that location is done. Do the
inspection and replacement in accordance
with the Accomplishment Instructions of
Bombardier Alert Service Bulletin A84-57—
19, Revision A, dated February 6, 2008; or
Revision B, dated March 6, 2008. As of the
effective date of this AD, Bombardier Alert
Service Bulletin A84-57—-19, Revision B,
dated March 6, 2008, must be used.

(4) If two barrel nuts having no cracking
are found and are on opposite sides, within
100 flight hours after doing the inspection
required by paragraph (f)(2)(ii) of this AD,
repeat the inspection specified in paragraph
(£)(2) of this AD. Thereafter, repeat the
inspection at intervals not to exceed 100
flight hours until the replacement of all
hardware at those locations is done. Do the
inspection and replacement in accordance
with the Accomplishment Instructions of
Bombardier Alert Service Bulletin A84—-57—
19, Revision A, dated February 6, 2008; or
Revision B, dated March 6, 2008. As of the
effective date of this AD, Bombardier Alert
Service Bulletin A84-57—19, Revision B,
dated March 6, 2008, must be used.

(5) If one barrel nut having no cracking is
found, within 100 flight hours after doing the
inspection required by paragraph ()(2)(ii) of
this AD, repeat the inspection specified in
paragraph (f)(2) of this AD. Thereafter, repeat
the inspection at intervals not to exceed 100
flight hours until the replacement of all
hardware at that location is done. Do the
inspection and replacement in accordance
with the Accomplishment Instructions of
Bombardier Alert Service Bulletin A84—57—
19, Revision A, dated February 6, 2008; or
Revision B, dated March 6, 2008. As of the

effective date of this AD, Bombardier Alert
Service Bulletin A84-57—-19, Revision B,
dated March 6, 2008, must be used.

Actions Accomplished According to
Previous Issue of Alert Service Bulletin

(h) Actions accomplished before February
13, 2008, in accordance with Bombardier
Alert Service Bulletin A84-57—19, dated
February 1, 2008, are acceptable for
compliance with the corresponding actions
specified in this AD.

Actions Accomplished According to
Bombardier Alert Service Bulletin A84-57-
18

(i) For airplanes on which the actions
specified in Bombardier Alert Service
Bulletin A84-57-18, dated January 16, 2008,
were accomplished before February 13, 2008,
and on which no barrel nuts were found that
were identified with a marking of LH7940T
SPS 01: No further action is required by this
AD.

Parts Installation

(j) As of February 13, 2008, no person may
install a barrel nut, part number DSC228-16,
identified with a marking of LH7940T SPS
01, on any airplane.

New Requirement of This AD

Replacement of All Affected Barrel Nuts

(k) For airplanes on which barrel nuts are
inspected in accordance with paragraph
(@)()(i), (2)(2)(ii), (@)(3)(ii1), (9)(4), or (g)(5)
of this AD: Within 3,000 flight hours after the
effective date of this AD, replace all hardware
for all remaining barrel nuts, part number
DSC228-16, identified with a marking of
LH7940T SPS 01. Do the replacement in
accordance with the Accomplishment
Instructions of Bombardier Alert Service
Bulletin A84-57—-19, Revision B, dated
March 6, 2008. Replacement of all hardware
for all affected barrel nuts constitutes
terminating action for the repetitive
inspections of this AD.

(1) For airplanes on which hardware for the
barrel nut was replaced in accordance with
Bombardier Alert Service Bulletin A84-57—
19, dated February 1, 2008; or Revision A,
dated February 6, 2008: Within 3,000 flight
hours after the effective date of this AD,
apply F13, Type 2 corrosion inhibiting
compound to the affected bolts and barrel
nuts in accordance with the Accomplishment
Instructions of Bombardier Alert Service
Bulletin A84-57-19, Revision B, dated
March 6, 2008; except if it can be
conclusively determined from a review of
airplane maintenance records that F13, Type
2 corrosion inhibiting compound was
applied to the affected bolts and barrel nuts,
then no further action is required by this
paragraph.

Special Flight Permit

(m) Special flight permits, as described in
Section 21.197 and Section 21.199 of the
Federal Aviation Regulations (14 CFR 21.197
and 21.199), may be issued to operate the
airplane to a location where the requirements
of this AD can be accomplished, but
concurrence by the Manager, New York
Aircraft Certification Office (ACO), FAA, is
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required prior to issuance of the special flight
permit. Before using any approved special
flight permits, notify your appropriate
principal inspector (PI) in the FAA Flight
Standards District Office (FSDO), or lacking

a PI, your local FSDO. Special flight permits
may be permitted provided that the
conditions specified in paragraphs (m)(1),
(m)(2), (m)(3), (m)(4), and (m)(5) of this AD
are met.

(1) Both the right-hand side and left-hand
side of the airplane must have at least one
barrel nut that is not within the suspect batch
(i.e., barrel nut is not identified with a
marking of LH7940T SPS 01). The barrel nuts
that are not within the suspect batch must be
in good working condition (i.e., no cracking
of the barrel nut).

(2) No passengers and no cargo are
onboard.

(3) Airplane must operate in fair weather
conditions with a low risk of turbulence.

(4) Airplane must operate with reduced
airspeed. For further information, contact
Bombardier, Q Series 24 Hour Service
Customer Response Center, at: Telephone 1—
416-375-4000; fax 1-416—375-4539; E-mail:
thd.qgseries@aero.bombardier.com.

(5) All of the conditions specified in
paragraphs (m)(1), (m)(2), (m)(3), and (m)(4)
of this AD are on a case-by-case basis.
Contact your appropriate principal inspector
(PI) in the FAA Flight Standards District
Office (FSDO), or lacking a PI, your local
FSDO, for assistance.

Alternative Methods of Compliance
(AMOCs)

(n)(1) The Manager, New York ACO, FAA,
has the authority to approve AMOG:s for this
AD, if requested using the procedures found
in 14 CFR 39.19. Send information to ATTN:
Pong Lee, Aerospace Engineer, Airframe and
Propulsion Branch, ANE-171, FAA, New
York ACO, 1600 Stewart Avenue, Suite 410,
Westbury, New York 11590; telephone (516)
228-7324; fax (516) 794-5531. Before using
any approved AMOC on any airplane to
which the AMOC applies, notify your
appropriate principal inspector (PI) in the
FAA Flight Standards District Office (FSDO),
or lacking a PI, your local FSDO.

Related Information

(o) Canadian airworthiness directive CF—
2008-11R1, dated May 9, 2008, also
addresses the subject of the AD.

Material Incorporated by Reference

(p) You must use Bombardier Alert Service
Bulletin A84-57-19, Revision A, dated
February 6, 2008; or Bombardier Alert
Service Bulletin A84-57-19, Revision B,
dated March 6, 2008; as applicable; to
perform the actions that are required by this
AD, unless the AD specifies otherwise.

(1) The Director of the Federal Register
approved the incorporation by reference of
Bombardier Alert Service Bulletin A84-57—
19, Revision B, dated March 6, 2008, in
accordance with 5 U.S.C. 552(a) and 1 CFR
part 51.

(2) On February 13, 2008 (73 FR 8187,
February 13, 2008), the Director of the
Federal Register approved the incorporation
by reference of Bombardier Alert Service

Bulletin A84-57-19, Revision A, dated
February 6, 2008.

(3) Contact Bombardier, Inc., Bombardier
Regional Aircraft Division, 123 Garratt
Boulevard, Downsview, Ontario M3K 1Y5,
Canada, for a copy of this service
information. You may review copies at the
FAA, Transport Airplane Directorate, 1601
Lind Avenue, SW., Renton, Washington; or at
the National Archives and Records
Administration (NARA). For information on
the availability of this material at NARA, call
202-741-6030, or go to: http://
www.archives.gov/federal-register/cfr/ibr-
locations.html.

Issued in Renton, Washington, on August
18, 2008.
Ali Bahrami,

Manager, Transport Airplane Directorate,
Aircraft Certification Service.

[FR Doc. E8-19718 Filed 9—5-08; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA—-2008-0672; Directorate
Identifier 2008—NM-032-AD; Amendment
39-15660; AD 2008—18-03]

RIN 2120-AA64

Airworthiness Directives; Airbus Model
A330-200, A330-300, and A340-300
Series Airplanes

AGENCY: Federal Aviation
Administration (FAA), Department of
Transportation (DOT).

ACTION: Final rule.

SUMMARY: We are adopting a new
airworthiness directive (AD) for the
products listed above. This AD results
from mandatory continuing
airworthiness information (MCAI)
originated by an aviation authority of
another country to identify and correct
an unsafe condition on an aviation
product. The MCAI describes the unsafe
condition as:

During manufacturing of A330/A340
aircraft framework, cracks have been found
on Frame (FR) 12, left (LH) and right (RH)
sides. It has been confirmed that a defect of
the FR12 forming tool press is the root cause
of the cracks.

If undetected such damage could affect,
after propagation, the structural integrity of
the aircraft.

* * * * * * *

We are issuing this AD to require
actions to correct the unsafe condition
on these products.
DATES: This AD becomes effective
October 14, 2008.

The Director of the Federal Register
approved the incorporation by reference

of certain publications listed in this AD
as of October 14, 2008.

ADDRESSES: You may examine the AD
docket on the Internet at http://
www.regulations.gov or in person at the
U.S. Department of Transportation,
Docket Operations, M—30, West
Building Ground Floor, Room W12-140,
1200 New Jersey Avenue, SE.,
Washington, DC.

FOR FURTHER INFORMATION CONTACT:
Vladimir Ulyanov, Aerospace Engineer,
International Branch, ANM-116,
Transport Airplane Directorate, FAA,
1601 Lind Avenue, SW., Renton,
Washington 98057-3356; telephone
(425) 227-1138; fax (425) 227-1149.
SUPPLEMENTARY INFORMATION:

Discussion

We issued a notice of proposed
rulemaking (NPRM) to amend 14 CFR
part 39 to include an AD that would
apply to the specified products. That
NPRM was published in the Federal
Register on June 24, 2008 (73 FR 35595).
That NPRM proposed to correct an
unsafe condition for the specified
products. The MCALI states:

During manufacturing of A330/A340
aircraft framework, cracks have been found
on Frame (FR) 12, left (LH) and right (RH)
sides. It has been confirmed that a defect of
the FR12 forming tool press is the root cause
of the cracks.

If undetected such damage could affect,
after propagation, the structural integrity of
the aircraft.

In order to permit an early detection and
repair of cracks on FR12, LH and RH sides,
this Airworthiness Directive (AD) mandates a
one time High Frequency Eddy Current
(HFEC) inspection of FR12.

Corrective actions include, for certain
findings, contacting Airbus for repair
instructions and doing the repair;
repairing cracking (i.e., installing a new
splice); and applying new protective
coatings and corrosion inhibitors. You
may obtain further information by
examining the MCAI in the AD docket.

Comments

We gave the public the opportunity to
participate in developing this AD. We
received no comments on the NPRM or
on the determination of the cost to the
public.

Conclusion

We reviewed the available data and
determined that air safety and the
public interest require adopting the AD
as proposed.

Differences Between This AD and the
MCALI or Service Information

We have reviewed the MCAI and
related service information and, in
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general, agree with their substance. But
we might have found it necessary to use
different words from those in the MCAI
to ensure the AD is clear for U.S.
operators and is enforceable. In making
these changes, we do not intend to differ
substantively from the information
provided in the MCAI and related
service information.

We might also have required different
actions in this AD from those in the
MCALI in order to follow our FAA
policies. Any such differences are
highlighted in a NOTE within the AD.

Costs of Compliance

We estimate that this AD will affect
about 20 products of U.S. registry. We
also estimate that it will take about 3
work-hours per product to comply with
the basic requirements of this AD. The
average labor rate is $80 per work-hour.
Required parts will cost about $0 per
product. Where the service information
lists required parts costs that are
covered under warranty, we have
assumed that there will be no charge for
these parts. As we do not control
warranty coverage for affected parties,
some parties may incur costs higher
than estimated here. Based on these
figures, we estimate the cost of this AD
to the U.S. operators to be $4,800, or
$240 per product.

Authority for This Rulemaking

Title 49 of the United States Code
specifies the FAA’s authority to issue
rules on aviation safety. Subtitle I,
section 106, describes the authority of
the FAA Administrator. “Subtitle VII:
Aviation Programs,” describes in more
detail the scope of the Agency’s
authority.

We are issuing this rulemaking under
the authority described in ““Subtitle VII,
Part A, Subpart III, Section 44701:
General requirements.” Under that
section, Congress charges the FAA with
promoting safe flight of civil aircraft in
air commerce by prescribing regulations
for practices, methods, and procedures
the Administrator finds necessary for
safety in air commerce. This regulation
is within the scope of that authority
because it addresses an unsafe condition
that is likely to exist or develop on
products identified in this rulemaking
action.

Regulatory Findings

We determined that this AD will not
have federalism implications under
Executive Order 13132. This AD will
not have a substantial direct effect on
the States, on the relationship between
the national government and the States,
or on the distribution of power and

responsibilities among the various
levels of government.

For the reasons discussed above, I
certify this AD:

1. Is not a “significant regulatory
action” under Executive Order 12866;

2. Is not a “significant rule” under the
DOT Regulatory Policies and Procedures
(44 FR 11034, February 26, 1979); and

3. Will not have a significant
economic impact, positive or negative,
on a substantial number of small entities
under the criteria of the Regulatory
Flexibility Act.

We prepared a regulatory evaluation
of the estimated costs to comply with
this AD and placed it in the AD docket.

Examining the AD Docket

You may examine the AD docket on
the Internet at http://
www.regulations.gov; or in person at the
Docket Operations office between 9 a.m.
and 5 p.m., Monday through Friday,
except Federal holidays. The AD docket
contains the NPRM, the regulatory
evaluation, any comments received, and
other information. The street address for
the Docket Operations office (telephone
(800) 647-5527) is in the ADDRESSES
section. Comments will be available in
the AD docket shortly after receipt.

List of Subjects in 14 CFR Part 39

Air transportation, Aircraft, Aviation
safety, Incorporation by reference,
Safety.

Adoption of the Amendment

m Accordingly, under the authority
delegated to me by the Administrator,
the FAA amends 14 CFR part 39 as
follows:

PART 39—AIRWORTHINESS
DIRECTIVES

m 1. The authority citation for part 39
continues to read as follows:

Authority: 49 U.S.C. 106(g), 40113, 44701.

§39.13 [Amended]
m 2. The FAA amends § 39.13 by adding
the following new AD:

2008-18-03 Airbus: Amendment 39-15660.
Docket No. FAA—-2008-0672; Directorate
Identifier 2008—NM—-032—AD.

Effective Date

(a) This airworthiness directive (AD)

becomes effective October 14, 2008.

Affected ADs

(b) None.
Applicability

(c) This AD applies to Airbus Model A330—
200, A330-300, and A340-300 series

airplanes; certificated in any category; all
certified models, all manufacturing serial

numbers (MSN) from MSN 0489 through
0722 inclusive, and MSN 0725, 0726, 0728,
0730, 0732, and 0734.

Subject

(d) Air Transport Association (ATA) of
America Code 53: Fuselage.

Reason

(e) The mandatory continuing
airworthiness information (MCAI) states:

During manufacturing of A330/A340
aircraft framework, cracks have been found
on Frame (FR) 12, left (LH) and right (RH)
sides. It has been confirmed that a defect of
the FR12 forming tool press is the root cause
of the cracks.

If undetected such damage could affect,
after propagation, the structural integrity of
the aircraft.

In order to permit an early detection and
repair of cracks on FR12, LH and RH sides,
this Airworthiness Directive (AD) mandates a
one time High Frequency Eddy Current
(HFEQ) inspection of FR12.

Corrective actions include, for certain
findings, contacting Airbus for repair
instructions and doing the repair; repairing
cracking (i.e., installing a new splice); and
applying new protective coatings and
corrosion inhibitors.

Actions and Compliance

(f) Unless already done, do the following
actions.

(1) Prior to the accumulation of 19,500
total flight cycles or within 3 months after
the effective date of this AD, whichever
occurs later: Perform a HFEC inspection at
the LH and RH sides of frame 12, in
accordance with the instructions defined in
Airbus Mandatory Service Bulletin A330-53—
3174 or A340-53-4177, both dated October
10, 2007, as applicable. If no cracking is
found, no further action is required by this
AD. Except as required by paragraph ()(2) of
this AD, if any cracking is found, before
further flight, do the applicable corrective
actions in accordance with the instructions of
Airbus Mandatory Service Bulletin A330-53—
3174 or A340-53—4177, as applicable.

(2) If any cracking is found that exceeds the
limits specified in Airbus Mandatory Service
Bulletin A330-53—-3174 or A340-53—4177,
both dated October 10, 2007, as applicable;
or if any cracking is found during any HFEC
inspection of the cut-out area; before further
flight, contact Airbus for repair instructions
and do the repair.

FAA AD Differences

Note: This AD differs from the MCAI and/
or service information as follows: No
difference.

Other FAA AD Provisions

(g) The following provisions also apply to
this AD:

(1) Alternative Methods of Compliance
(AMOCs): The Manager, International
Branch, ANM-116, Transport Airplane
Directorate, FAA, has the authority to
approve AMOG:s for this AD, if requested
using the procedures found in 14 CFR 39.19.
Send information to ATTN: Vladimir
Ulyanov, Aerospace Engineer, International



51908

Federal Register/Vol. 73, No. 174/Monday, September 8, 2008/Rules and Regulations

Branch, ANM-116, Transport Airplane
Directorate, FAA, 1601 Lind Avenue, SW.,
Renton, Washington 98057-3356; telephone
(425) 227—-1138; fax (425) 227—1149. Before
using any approved AMOC on any airplane
to which the AMOC applies, notify your
appropriate principal inspector (PI) in the
FAA Flight Standards District Office (FSDO),
or lacking a PI, your local FSDO.

(2) Airworthy Product: For any requirement
in this AD to obtain corrective actions from
a manufacturer or other source, use these
actions if they are FAA-approved. Corrective
actions are considered FAA-approved if they
are approved by the State of Design Authority
(or their delegated agent). You are required
to assure the product is airworthy before it
is returned to service.

(3) Reporting Requirements: For any
reporting requirement in this AD, under the
provisions of the Paperwork Reduction Act,
the Office of Management and Budget (OMB)
has approved the information collection
requirements and has assigned OMB Control
Number 2120-0056.

Related Information

(h) Refer to European Aviation Safety
Agency (EASA) Airworthiness Directive
2007-0302, dated December 14, 2007; and
Airbus Mandatory Service Bulletins A330—
53-3174 and A340-53—4177, both dated
October 10, 2007; for related information.

Material Incorporated by Reference

(1) You must use Airbus Mandatory Service
Bulletin A330-53-3174, including Appendix
01, dated October 10, 2007; or Airbus
Mandatory Service Bulletin A340-53-4177,
including Appendix 01, dated October 10,
2007; as applicable; to do the actions
required by this AD, unless the AD specifies
otherwise.

(1) The Director of the Federal Register
approved the incorporation by reference of
this service information under 5 U.S.C.
552(a) and 1 CFR part 51.

(2) For service information identified in
this AD, contact Airbus, 1 Rond Point
Maurice Bellonte, 31707 Blagnac Cedex,
France.

(3) You may review copies at the FAA,
Transport Airplane Directorate, 1601 Lind
Avenue, SW., Renton, Washington; or at the
National Archives and Records
Administration (NARA). For information on
the availability of this material at NARA, call
(202) 741-6030, or go to: http://
www.archives.gov/federal-register/cfr/ibr-
locations.html.

Issued in Renton, Washington, on August
18, 2008.
Ali Bahrami,

Manager, Transport Airplane Directorate,
Aircraft Certification Service.

[FR Doc. E8—19720 Filed 9-5-08; 8:45 am]|
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA—-2008-0407; Directorate
Identifier 2008—NM-002-AD; Amendment
39-15662; AD 2008-18-05]

RIN 2120-AA64
Airworthiness Directives; McDonnell
Douglas Model 717-200 Airplanes

AGENCY: Federal Aviation
Administration (FAA), DOT.
ACTION: Final rule.

SUMMARY: We are adopting a new
airworthiness directive (AD) for certain
McDonnell Douglas Model 717-200
airplanes. This AD requires inspecting
the drive assembly of the aft elevator
standby loop of the elevator standby
cable system for interference between
the clevis and bolt of the bellcrank
assembly, correct orientation of the pull-
pull cable clevis bolt, and excessive
freeplay of the bellcrank assembly
bearing, and corrective actions if
necessary. This AD also requires
modifying the pull-pull cable clevis in
the drive assembly of the aft elevator
standby loop for certain airplanes. This
AD results from a report of an aborted
takeoff due to a control column
disconnect. We are issuing this AD to
prevent binding of the bolt that connects
the cable 264A clevis to the bellcrank
assembly against the adjacent (upper)
clevis of the pull-pull cable assembly.
This binding condition could result in
slow airplane rotation or a control
column disconnect during takeoff and a
runway excursion if takeoff must be
aborted.

DATES: This AD is effective October 14,
2008.

The Director of the Federal Register
approved the incorporation by reference
of a certain publication listed in this AD
as of October 14, 2008.

ADDRESSES: For service information
identified in this AD, contact Boeing
Commercial Airplanes, Long Beach
Division, 3855 Lakewood Boulevard,
Long Beach, California 90846;
Attention: Data and Service
Management, Dept. C1-L5A (D800—
0024).

Examining the AD Docket

You may examine the AD docket on
the Internet at http://
www.regulations.gov; or in person at the
Docket Management Facility between 9
a.m. and 5 p.m., Monday through
Friday, except Federal holidays. The AD
docket contains this AD, the regulatory

evaluation, any comments received, and
other information. The address for the
Docket Office (telephone 800-647-5527)
is the Document Management Facility,
U.S. Department of Transportation,
Docket Operations, M—30, West
Building Ground Floor, Room W12-140,
1200 New Jersey Avenue, SE.,
Washington, DC 20590.

FOR FURTHER INFORMATION CONTACT:
David Rathfelder, Aerospace Engineer,
Airframe Branch, ANM—120L, FAA, Los
Angeles Aircraft Certification Office,
3960 Paramount Boulevard, Lakewood,
California 90712-4137; telephone (562)
627-5229; fax (562) 627-5210.
SUPPLEMENTARY INFORMATION:

Discussion

We issued a notice of proposed
rulemaking (NPRM) to amend 14 CFR
part 39 to include an airworthiness
directive (AD) that would apply to
certain McDonnell Douglas Model 717—
200 airplanes. That NPRM was
published in the Federal Register on
April 7, 2008 (73 FR 18725). That NPRM
proposed to require inspecting the drive
assembly of the aft elevator standby
loop for interference between the clevis
and bolt of the bellcrank assembly,
correct orientation of the pull-pull cable
clevis bolt, and excessive freeplay of the
bellcrank assembly bearing, and
corrective actions if necessary. That
NPRM also proposed to require
modifying the pull-pull cable clevis in
the drive assembly of the aft elevator
standby loop for certain airplanes.

Comments

We gave the public the opportunity to
participate in developing this AD. We
considered the comments received.

Request To Change Summary Section
for Clarification

Boeing asks that the second sentence
of the Summary section in the NPRM,
which describes what is to be inspected,
be changed as follows: “This proposed
AD would require inspecting the aft
elevator standby loop drive assembly of
the elevator standby cable system for
interference between the clevis and bolt
of this bellcrank assembly, correct
orientation of the pull-pull cable clevis
bolt, and excessive freeplay of the
bellcrank assembly bearing, and
corrective actions if necessary.” Boeing
states that this would more accurately
describe the drive assembly being
inspected since there are two drive
assemblies in the elevator standby cable
system.

We agree that the description in the
Summary section of the AD should be
clarified. Therefore, we have changed
the Summary section and all other
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relevant sections in the AD to meet the
commenter’s intent.

Requests To Extend Compliance Time

Midwest Airlines asks that the
compliance time in the NPRM be
changed to one of the following:
“Complete the inspection and
modification within 27 months of the
effective date of the AD,” or “Complete
the inspection and modification within
3,000 flight hours or 27 months,
whichever occurs later from the
effective date of the AD.” Midwest
Airlines states that it currently has a
utilization of 3,450 flight hours per year,
and if the compliance time is not
changed, it would require compliance
for all its airplanes in less than one year.
Midwest Airlines also states that it
checked some of its airplanes for the
interference and none was found.

Air Tran proposes that the inspection
and clevis replacement specified in the
NPRM be done concurrently at 27
months after the effective date of the
AD, rather than the inspection being
limited to 3,000 flight hours. Air Tran
states that since similar access is
required for both the inspection and
clevis replacement, it is more practical
to accomplish the clevis replacement at
the same time as the inspection.
Twenty-seven months aligns with the
Model 717 maintenance program heavy
maintenance visits, but 3,000 flight
hours does not.

We agree to extend the compliance
time for performing the inspection for
the reasons provided by the
commenters. We have determined that a
compliance time of within 3,000 flight
hours or 27 months after the effective
date of the AD, whichever occurs later,
is appropriate and will ensure an
acceptable level of safety. We have
changed paragraph (f)(1) of this AD
accordingly. The compliance time for
doing the clevis modification specified
in paragraph (f)(2) of this AD remains
the same. Changing the compliance time
for the inspection provides the
opportunity to do the inspection and
modification at the same time.

Request To Change Cost Section

Midwest Airlines states that the work-
hour estimate specified in the Costs of
Compliance section of the NPRM is
underestimated. Midwest Airlines notes
that the NPRM specifies 1 work-hour for
the inspection and the referenced
service bulletin specifies 2.4 to 11.9
work hours. Midwest Airlines adds that
the NPRM specifies 4 work-hours for the
modification and the referenced service
bulletin specifies 5.4 work-hours.
Midwest Airlines believes the service

bulletin is more accurate than the
NPRM.

From this comment, we infer that
Midwest Airlines would like us to
increase the work-hour estimate given
in the NPRM. We do not agree. The cost
information below describes only the
direct costs of the specific actions
required by this AD. Based on the best
data available, the manufacturer
provided the number of work hours (1
for the inspection, 4 for the
modification) necessary to do the
required actions, as specified in the
service bulletin. We recognize that, in
doing the actions required by an AD,
operators might incur incidental costs in
addition to the direct costs. The cost
analysis in AD rulemaking actions,
however, typically does not include
incidental costs such as the time
required to gain access and close up,
time necessary for planning, or time
necessitated by other administrative
actions. Those incidental costs, which
might vary significantly among
operators, are almost impossible to
calculate. We have made no change to
the AD in this regard.

Conclusion

We reviewed the relevant data,
considered the comments received, and
determined that air safety and the
public interest require adopting the AD
with the changes described previously.
We also determined that these changes
will not increase the economic burden
on any operator or increase the scope of
the AD.

Costs of Compliance

We estimate that this AD will affect
123 airplanes of U.S. registry.

It will take about 1 work-hour per
product to do the inspection. The
average labor rate is $80 per work-hour.
Based on these figures, we estimate the
cost of the inspection required by this
AD to the U.S. operators to be $9,840,
or $80 per product.

It will take about 4 work-hours per
product to do the modification.
Required parts will cost about $163 per
product. Based on these figures, we
estimate the cost of the modification
required by this AD to the U.S.
operators to be $59,409, or $483 per
product.

Authority for This Rulemaking

Title 49 of the United States Code
specifies the FAA’s authority to issue
rules on aviation safety. Subtitle I,
section 106, describes the authority of
the FAA Administrator. “Subtitle VII:
Aviation Programs,” describes in more
detail the scope of the Agency’s
authority.

We are issuing this rulemaking under
the authority described in “‘Subtitle VII,
Part A, Subpart III, Section 44701:
General requirements.” Under that
section, Congress charges the FAA with
promoting safe flight of civil aircraft in
air commerce by prescribing regulations
for practices, methods, and procedures
the Administrator finds necessary for
safety in air commerce. This regulation
is within the scope of that authority
because it addresses an unsafe condition
that is likely to exist or develop on
products identified in this rulemaking
action.

Regulatory Findings

This AD will not have federalism
implications under Executive Order
13132. This AD will not have a
substantial direct effect on the States, on
the relationship between the national
government and the States, or on the
distribution of power and
responsibilities among the various
levels of government.

For the reasons discussed above, I
certify that this AD:

(1) Is not a “significant regulatory
action” under Executive Order 12866,

(2) Is not a “significant rule”” under
DOT Regulatory Policies and Procedures
(44 FR 11034, February 26, 1979), and

(3) Will not have a significant
economic impact, positive or negative,
on a substantial number of small entities
under the criteria of the Regulatory
Flexibility Act.

You can find our regulatory
evaluation and the estimated costs of
compliance in the AD Docket.

List of Subjects in 14 CFR Part 39

Air transportation, Aircraft, Aviation
safety, Incorporation by reference,
Safety.

Adoption of the Amendment

m Accordingly, under the authority
delegated to me by the Administrator,
the FAA amends 14 CFR part 39 as
follows:

PART 39—AIRWORTHINESS
DIRECTIVES

m 1. The authority citation for part 39
continues to read as follows:

Authority: 49 U.S.C. 106(g), 40113, 44701.
§39.13 [Amended]

m 2. The FAA amends § 39.13 by adding

the following new AD:

2008-18-05 McDonnell Douglas:
Amendment 39-15662. Docket No.
FAA-2008-0407; Directorate Identifier
2008—NM-002—-AD.



51910

Federal Register/Vol. 73, No. 174/Monday, September 8, 2008/Rules and Regulations

Effective Date

(a) This airworthiness directive (AD) is
effective October 14, 2008.

Affected ADs

(b) None.
Applicability

(c) This AD applies to McDonnell Douglas
Model 717-200 airplanes, certificated in any
category, as identified in Boeing Alert

Service Bulletin 717-27A0039, dated
December 6, 2007.

Unsafe Condition

(d) This AD results from a report of an
aborted takeoff due to a control column
disconnect. We are issuing this AD to prevent
binding of the bolt that connects the cable
264A clevis to the bellcrank assembly against
the adjacent (upper) clevis of the pull-pull
cable assembly. This binding condition could
result in slow airplane rotation or a control
column disconnect during takeoff and a
runway excursion if takeoff must be aborted.

Compliance

(e) Comply with this AD within the
compliance times specified, unless already
done.

Inspection/Corrective Actions

(f) Do the applicable actions specified in
paragraphs (f)(1) and (f)(2) of this AD at the
time specified, in accordance with the
Accomplishment Instructions of Boeing Alert
Service Bulletin 717-27A0039, dated
December 6, 2007.

(1) For all airplanes: Do a general visual
inspection of the drive assembly of the aft
elevator standby loop of the elevator standby
cable system for interference between the
clevis and bolt of the bellcrank assembly,
correct orientation of the pull-pull cable
clevis bolt, and excessive freeplay of the
bellcrank assembly bearing. Do the
inspection within 3,000 flight hours or 27
months after the effective date of this AD,
whichever occurs later. Do all applicable
corrective actions before further flight.

(2) For airplanes identified in the service
bulletin as Group 1, Configuration 1: Modify
the pull-pull cable clevis in the drive
assembly of the aft elevator standby loop of
the elevator standby cable system. Do the
modification at the applicable time specified
in paragraph 1.E., “Compliance,” of the
service bulletin; except, where the service
bulletin specifies a compliance time after the
date on the service bulletin, this AD requires
compliance within the specified compliance
time after the effective date of this AD.

Alternative Methods of Compliance
(AMOCs)

(g)(1) The Manager, Los Angeles Aircraft
Certification Office (ACO), FAA, ATTN:
David Rathfelder, Aerospace Engineer,
Airframe Branch, ANM-120L, FAA, Los
Angeles ACO, 3960 Paramount Boulevard,
Lakewood, California 90712—4137; telephone
(562) 627—5229; fax (562) 627-5210; has the
authority to approve AMOGC:s for this AD, if
requested using the procedures found in 14
CFR 39.19.

(2) To request a different method of
compliance or a different compliance time

for this AD, follow the procedures in 14 CFR
39.19. Before using any approved AMOC on
any airplane to which the AMOC applies,
notify your appropriate principal inspector
(PI) in the FAA Flight Standards District
Office (FSDO), or lacking a PI, your local
FSDO.

Material Incorporated by Reference

(h) You must use Boeing Alert Service
Bulletin 717-27A0039, dated December 6,
2007, to do the actions required by this AD,
unless the AD specifies otherwise.

(1) The Director of the Federal Register
approved the incorporation by reference of
this service information under 5 U.S.C.
552(a) and 1 CFR part 51.

(2) For service information identified in
this AD, contact Boeing Commercial
Airplanes, Long Beach Division, 3855
Lakewood Boulevard, Long Beach, California
90846; Attention: Data and Service
Management, Dept. C1-L5A (D800-0024).

(3) You may review copies of the service
information incorporated by reference at the
FAA, Transport Airplane Directorate, 1601
Lind Avenue, SW., Renton, Washington; or at
the National Archives and Records
Administration (NARA). For information on
the availability of this material at NARA, call
202-741-6030, or go to: http://
www.archives.gov/federal_register/code_of
_federal_regulations/ibr_locations.html.

Issued in Renton, Washington, on August
18, 2008.
Ali Bahrami,

Manager, Transport Airplane Directorate,
Alrcraft Certification Service.

[FR Doc. E8-19721 Filed 9-5-08; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA-2008-0562; Directorate
Identifier 2008—NM-010-AD; Amendment
39-15658; AD 2008-18-01]

RIN 2120-AA64

Airworthiness Directives; Empresa
Brasileira de Aeronautica S.A.
(EMBRAER) Model ERJ 170 and ERJ
190 Airplanes

AGENCY: Federal Aviation
Administration (FAA), Department of
Transportation (DOT).

ACTION: Final rule.

SUMMARY: We are adopting a new
airworthiness directive (AD) for the
products listed above. This AD results
from mandatory continuing
airworthiness information (MCAI)
originated by an aviation authority of
another country to identify and correct
an unsafe condition on an aviation
product. The MCAI describes the unsafe
condition as:

It has been found cases where the pressure
equalization valve was not installed in the
left-hand bulkhead blowout panel, on the
forward and/or aft cargo compartments, thus
affecting the effectiveness of fire detection,
containment and suppression.

We are issuing this AD to require
actions to correct the unsafe condition
on these products.

DATES: This AD becomes effective
October 14, 2008.

The Director of the Federal Register
approved the incorporation by reference
of certain publications listed in this AD
as of October 14, 2008.

ADDRESSES: You may examine the AD
docket on the Internet at http://
www.regulations.gov or in person at the
U.S. Department of Transportation,
Docket Operations, M—30, West
Building Ground Floor, Room W12-140,
1200 New Jersey Avenue, SE.,
Washington, DC.

FOR FURTHER INFORMATION CONTACT:
Kenny Kaulia, Aerospace Engineer,
International Branch, ANM-116,
Transport Airplane Directorate, FAA,
1601 Lind Avenue, SW., Renton,
Washington 98057-3356; telephone
(425) 227-2848; fax (425) 227-1149.

SUPPLEMENTARY INFORMATION:
Discussion

We issued a notice of proposed
rulemaking (NPRM) to amend 14 CFR
part 39 to include an AD that would
apply to the specified products. That
NPRM was published in the Federal
Register on May 20, 2008 (73 FR 29085).
That NPRM proposed to correct an
unsafe condition for the specified
products. The MCALI states:

It has been found cases where the pressure
equalization valve was not installed in the
left-hand bulkhead blowout panel, on the
forward and/or aft cargo compartments, thus
affecting the effectiveness of fire detection,
containment and suppression.

Corrective actions include inspecting for
the presence of pressure equalization
valves and, if necessary, installing
pressure equalization valves. You may
obtain further information by examining
the MCAI in the AD docket.

Comments

We gave the public the opportunity to
participate in developing this AD. We
received no comments on the NPRM or
on the determination of the cost to the
public.

Conclusion

We reviewed the available data and
determined that air safety and the
public interest require adopting the AD
as proposed.
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Differences Between This AD and the
MCALI or Service Information

We have reviewed the MCAI and
related service information and, in
general, agree with their substance. But
we might have found it necessary to use
different words from those in the MCAI
to ensure the AD is clear for U.S.
operators and is enforceable. In making
these changes, we do not intend to differ
substantively from the information
provided in the MCAI and related
service information.

We might also have required different
actions in this AD from those in the
MCAI in order to follow our FAA
policies. Any such differences are
highlighted in a NOTE within the AD.

Costs of Compliance

We estimate that this AD will affect
about 101 products of U.S. registry. We
also estimate that it will take about 1
work-hour per product to comply with
the basic requirements of this AD. The
average labor rate is $80 per work-hour.
Based on these figures, we estimate the
cost of this AD to the U.S. operators to
be $8,080, or $80 per product.

Authority for This Rulemaking

Title 49 of the United States Code
specifies the FAA’s authority to issue
rules on aviation safety. Subtitle I,
section 106, describes the authority of
the FAA Administrator. ““Subtitle VII:
Aviation Programs,” describes in more
detail the scope of the Agency’s
authority.

We are issuing this rulemaking under
the authority described in ““Subtitle VII,
Part A, Subpart III, Section 44701:
General requirements.” Under that
section, Congress charges the FAA with
promoting safe flight of civil aircraft in
air commerce by prescribing regulations
for practices, methods, and procedures
the Administrator finds necessary for
safety in air commerce. This regulation
is within the scope of that authority
because it addresses an unsafe condition
that is likely to exist or develop on
products identified in this rulemaking
action.

Regulatory Findings

We determined that this AD will not
have federalism implications under
Executive Order 13132. This AD will
not have a substantial direct effect on
the States, on the relationship between
the national government and the States,
or on the distribution of power and
responsibilities among the various
levels of government.

For the reasons discussed above, I
certify this AD:

1. Is not a “significant regulatory
action” under Executive Order 12866;

2. Is not a “significant rule”” under the
DOT Regulatory Policies and Procedures
(44 FR 11034, February 26, 1979); and

3. Will not have a significant
economic impact, positive or negative,
on a substantial number of small entities
under the criteria of the Regulatory
Flexibility Act.

We prepared a regulatory evaluation
of the estimated costs to comply with
this AD and placed it in the AD docket.

Examining the AD Docket

You may examine the AD docket on
the Internet at http://
www.regulations.gov; or in person at the
Docket Operations office between 9 a.m.
and 5 p.m., Monday through Friday,
except Federal holidays. The AD docket
contains the NPRM, the regulatory
evaluation, any comments received, and
other information. The street address for
the Docket Operations office (telephone
(800) 647-5527) is in the ADDRESSES
section. Comments will be available in
the AD docket shortly after receipt.

List of Subjects in 14 CFR Part 39

Air transportation, Aircraft, Aviation
safety, Incorporation by reference,
Safety.

Adoption of the Amendment

m Accordingly, under the authority
delegated to me by the Administrator,
the FAA amends 14 CFR part 39 as
follows:

PART 39—AIRWORTHINESS
DIRECTIVES

m 1. The authority citation for part 39
continues to read as follows:

Authority: 49 U.S.C. 106(g), 40113, 44701.

§39.13 [Amended]

m 2. The FAA amends § 39.13 by adding
the following new AD:

2008-18-01 Empresa Brasileira de
Aeronautica S.A. (EMBRAER):
Amendment 39-15658. Docket No.
FAA-2008-0562; Directorate Identifier
2008-NM-010-AD.

Effective Date

(a) This airworthiness directive (AD)
becomes effective October 14, 2008.

Affected ADs

(b) None.
Applicability

(c) This AD applies to EMBRAER Model
ERJ 170-100 LR, —100 STD, —100 SE, —100
SU, —200 LR, —200 STD, and —200 SU
airplanes, having serial numbers (S/N)
17000002, 17000004 through 17000013, and
17000015 through 17000154; and Model ER]
190-100 STD, —100 LR, —100 IGW, —100 EC]J,
—200 STD, —200 LR, and —200 IGW airplanes,
having S/N 19000002, 19000004, and

19000006 through 19000060; certificated in
any category.

Subject

(d) Air Transport Association (ATA) of
America Code 21: Air Conditioning.

Reason

(e) The mandatory continuing
airworthiness information (MCAI) states:

It has been found cases where the pressure
equalization valve was not installed in the
left-hand bulkhead blowout panel, on the
forward and/or aft cargo compartments, thus
affecting the effectiveness of fire detection,
containment and suppression.

Corrective actions include inspecting for the

presence of pressure equalization valves and,
if necessary, installing pressure equalization

valves.

Actions and Compliance

(f) Unless already done, do the following
actions.

(1) Within 500 flight hours after the
effective date of this AD, perform a general
visual inspection on the left-hand bulkhead
blowout panel of both the forward and aft
cargo compartments to determine whether
the pressure equalization valves, part number
(P/N) 120-48865—003, are installed. If both
pressure equalization valves are installed in
their respective blowout panels, no
additional action is required by this AD.

(2) If any valve is not installed, within 700
flight hours after the effective date of this AD,
install valve P/N 120-48865—-003, in
accordance with the Accomplishment
Instructions of EMBRAER Service Bulletin
170-21-0032 or 190-21-0019, both dated
August 10, 2007; as applicable.

Note 1: For the purpose of this AD, a
general visual inspection (GVI) is: ““A visual
examination of an interior or exterior area,
installation or assembly to detect obvious
damage, failure or irregularity. This level of
inspection is made from within touching
distance, unless otherwise specified. A
mirror may be necessary to enhance visual
access to all exposed surfaces in the
inspection area. This level of inspection is
made under normally available lighting
conditions such as daylight, hangar lighting,
flashlight or drop-light, and may require
removal or opening of access panels or doors.
Stands, ladders or platforms may be required
to gain proximity to the area being checked.”

FAA AD Differences

Note 2: This AD differs from the MCAI
and/or service information as follows: No
differences.

Other FAA AD Provisions

(g) The following provisions also apply to
this AD:

(1) Alternative Methods of Compliance
(AMOCs): The Manager, International
Branch, ANM-116, Transport Airplane
Directorate, FAA, has the authority to
approve AMOC:s for this AD, if requested
using the procedures found in 14 CFR 39.19.
Send information to ATTN: Kenny Kaulia,
Aerospace Engineer, International Branch,
ANM-116, Transport Airplane Directorate,
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FAA, 1601 Lind Avenue, SW., Renton,
Washington 98057-3356; telephone (425)
227-2848; fax (425) 227-1149. Before using
any approved AMOC on any airplane to
which the AMOC applies, notify your
appropriate principal inspector (PI) in the
FAA Flight Standards District Office (FSDO),
or lacking a PI, your local FSDO.

(2) Airworthy Product: For any requirement
in this AD to obtain corrective actions from
a manufacturer or other source, use these
actions if they are FAA-approved. Corrective
actions are considered FAA-approved if they
are approved by the State of Design Authority
(or their delegated agent). You are required
to assure the product is airworthy before it
is returned to service.

(3) Reporting Requirements: For any
reporting requirement in this AD, under the
provisions of the Paperwork Reduction Act,
the Office of Management and Budget (OMB)
has approved the information collection
requirements and has assigned OMB Control
Number 2120-0056.

Related Information

(h) Refer to MCAI Brazilian Airworthiness
Directives 2007—-11-01 and 2007-11-02, both
effective December 12, 2007; and EMBRAER
Service Bulletins 170-21-0032 and 190-21—
0019, both dated August 10, 2007; for related
information.

Material Incorporated by Reference

(i) You must use EMBRAER Service
Bulletin 170-21-0032, dated August 10,
2007; or EMBRAER Service Bulletin 190-21—
0019, dated August 10, 2007; as applicable;
to do the actions required by this AD, unless
the AD specifies otherwise.

(1) The Director of the Federal Register
approved the incorporation by reference of
this service information under 5 U.S.C.
552(a) and 1 CFR part 51.

(2) For service information identified in
this AD, contact Empresa Brasileira de
Aeronautica S.A. (EMBRAER), P.O. Box
343—CEP 12.225, Sao Jose dos Campos—SP,
Brazil.

(3) You may review copies at the FAA,
Transport Airplane Directorate, 1601 Lind
Avenue, SW., Renton, Washington; or at the
National Archives and Records
Administration (NARA). For information on
the availability of this material at NARA, call
(202) 741-6030, or go to: http://
www.archives.gov/federal-register/cfr/ibr-
locations.html.

Issued in Renton, Washington, on August
18, 2008.
Ali Bahrami,

Manager, Transport Airplane Directorate,
Aircraft Certification Service.

[FR Doc. E8-19850 Filed 9-5-08; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA—-2007-0036; Directorate
Identifier 2007-NE—22—-AD; Amendment 39—
15636; AD 2008—-16-18]

RIN 2120-AA64
Airworthiness Directives; Rolls-Royce

plc RB211-524 Series Turbofan
Engines; Correction

AGENCY: Federal Aviation
Administration, DOT.

ACTION: Final rule; correction.

SUMMARY: This document makes a
correction to Airworthiness Directive
(AD) 2008-16-18. That AD applies to
Rolls-Royce (RR) RB211-524 series
turbofan engines with certain high
pressure (HP) turbine disks installed.
That AD was published in the Federal
Register on August 11, 2008 (73 FR
46550). Paragraph (c) in the regulatory
section is incorrect. This document
corrects that paragraph. In all other
respects, the original document remains
the same.

DATES: Effective Date: Effective
September 8, 2008.

FOR FURTHER INFORMATION CONTACT:
Jason Yang, Aerospace Engineer, Engine
Certification Office, FAA, Engine &
Propeller Directorate, 12 New England
Executive Park, Burlington, MA 01803;
e—mail: jason.yang@faa.gov; telephone
(781) 238-7747; fax (781) 238-7199.
SUPPLEMENTARY INFORMATION: On August
11, 2008 (73 FR 46550), we published a
final rule AD, FR Doc. E8-18102, in the
Federal Register. That AD applies to RR
RB211-524 series turbofan engines. We
need to make the following correction:

§39.13 [Corrected]

On page 46551, in the first column, in
the Regulatory Section, in the
Applicability paragraph (c), in the
second line, “with certain high pressure
(HP) turbine discs installed” is
corrected to read “with high pressure
(HP) turbine discs, part numbers (P/Ns)-
serial numbers (SNs) FK24651—
LAQDY6061 and —LDRCZ10453 to
—-LDRCZ10720, and —-LLQDY9903, and
~LQDY9924, FK24790-CRCZ6 to
—CRCZ25 and -LDRCZ10717 to
—LDRCZ14022, UL23166-LQDY6516 to
~LQDY8718, UL24561-LQDY6389 to
-LQDY6438, UL24994-LQDY6405 to
-LQDY8727, UL29472-LAQDY6013 to
~LAQDY6092 and ~LDRCZ10029 to
—-LDRCZ10821 and —LDRCZ6000 to
-LDRCZ6060 and -LLQDY6592 to
-LQDY9993, UL29473-CRCZ24 to

—CRCZ25 and —CZ12135 to —CZ12333
and —-LAQDY6010 to —-LAQDY6088 and
—-LDRCZ10003 to -LLDRCZ15372 and
—-LDRCZ6001 to -LDRCZ9995 and
-LQDY10001 and —-LQDY9606 to
-LQDY9989, installed”.

Issued in Burlington, Massachusetts, on
August 28, 2008.
Marc Bouthillier,
Acting Manager, Engine and Propeller
Directorate, Aircraft Certification Service.
[FR Doc. E8—20498 Filed 9-5—08; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food And Drug Administration

21 CFR Parts 16 and 1240

[Docket No. FDA-2003-N-0427] (formerly
Docket No. 2003N-0400)

Control of Communicable Diseases;
Restrictions on African Rodents,
Prairie Dogs, and Certain Other
Animals

AGENCY: Food and Drug Administration
(HHS).
ACTION: Final rule.

SUMMARY: The Food and Drug
Administration (FDA) is removing its
regulation that established restrictions
on the capture, transport, sale, barter,
exchange, distribution, and release of
African rodents, prairie dogs, and
certain other animals. We are removing
the restrictions because we believe they
are no longer needed to prevent the
further introduction, transmission, or
spread of monkeypox, a communicable
and potentially fatal disease, in the
United States.

DATES: Effective September 8, 2008.
FOR FURTHER INFORMATION CONTACT:
Philip L. Chao, Office of Policy,
Planning, and Preparedness (HF-23),
Food and Drug Administration, 5600
Fishers Lane, Rockville, MD 20857,
301-827-0587.

SUPPLEMENTARY INFORMATION:

Table of Contents

I. What Is Monkeypox, and How Did It
Spread in the United States?
II. How Did We Respond to the
Monkeypox Outbreak?
III. What Other Actions Did the
Department of Health and Human
Services Take?
A. Why Did the Interim Final Rule
Continue After January 20, 20047
B. Were the New Data Available to the
Public?
C. Is There a Risk That Monkeypox
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Still Exists in the United States?
IV. Given Recent Evidence, Is FDA
Action Still Necessary?

A. Are the Measures of the Interim
Final Rule Needed Now to Prevent
Disease Spread?

B. How Many Comments Did We
Receive?

V. Environmental Impact Analysis
VI. Analysis of Impacts

VII. References

VIIIL. Federalism

I. What Is Monkeypox, and How Did It
Spread in the United States?

Monkeypox is a sporadic, zoonotic,
viral disease that occurs primarily in the
rain forest countries in central and west
Africa. (A zoonotic disease is a disease
of animals that can be transmitted to
humans under natural conditions.) The
illness was first noted in a monkey in
1958 (which explains its name), but, in
Africa, serologic evidence of
monkeypox infection has been found in
many other species, including some
species of primates, rodents, and
lagomorphs. Lagomorphs include
animals such as rabbits. African rodents
are considered to be the most likely
natural host of the monkeypox virus
(Ref. 1). In Africa, however, direct viral
evidence of monkeypox has been found
in only one native African rodent
species (a rope squirrel), but this may be
due to the limited scope of the ecologic
studies that have been done in Africa
(Ref. 1).

In humans, monkeypox is marked by
rashes that are similar to those seen in
smallpox; other signs and symptoms
include a temperature at or above 99.3
degrees, chills and/or sweats, headache,
backache, lymphadenopathy (a disease
of the lymph nodes), sore throat, cough,
and shortness of breath (Ref. 2). The
disease’s incubation period in humans
is approximately 12 days (Ref. 3). In
Africa, monkeypox has a mortality
(death) rate in humans ranging from 1
to 10 percent of the people who become
infected, although higher mortality rates
have been seen.

In May and June of 2003, public
health officials identified an outbreak of
human monkeypox in the United States.
Epidemiological and traceback
investigations by State and Federal
agencies revealed that the patients
became infected primarily as a result of
contact with prairie dogs that had
contracted monkeypox from diseased
African rodents. The investigations
indicated that a Texas animal
distributor imported a shipment of
approximately 800 small mammals from
Ghana on April 9, 2003. This shipment
contained 762 African rodents,
including rope squirrels (Funiscuirus

sp.), tree squirrels (Heliosciurus sp.),
Gambian giant pouched rats (Cricetomys
sp.), brushtail porcupines (Atherurus
sp.), dormice (Graphiurus sp.), and
striped mice (Hybomys sp.). Some of
these African animals were infected
with monkeypox, and laboratory testing
confirmed the presence of monkeypox
in several rodent species, including two
Gambian giant pouched rats, nine
dormice, and three rope squirrels (Ref.
23). Of the 762 rodents from the original
shipment, 584 were traced to
distributors in 6 states. A total of 178
African rodents could not be traced
beyond the point of entry in Texas
because records were not available (Ref.
4).

Some African rodents made their way
to an animal distributor in Illinois who
also sold prairie dogs (Ref. 5). The
Mlinois animal distributor had
approximately 200 prairie dogs. Thirty-
nine of these prairie dogs, along with
one Gambian giant pouched rat, went to
another animal distributor in Wisconsin
in early May, 2003; it was at this time
that several prairie dogs appeared to be
ill, and several of the animals died (Ref.
5). By late May, the first human cases
began to appear in Wisconsin (including
the Wisconsin animal distributor), with
other human cases appearing later in
Kansas, Missouri, Illinois, Indiana, and
Ohio (Refs. 5 and 6).

Of the 200 prairie dogs that were at
the Illinois animal distributor, only 93
were able to be traced during the
traceback investigation (Ref. 4).

The 2003 monkeypox outbreak in the
United States eventually resulted in 72
human cases, with 37 of those cases
being laboratory-confirmed (Ref. 7).
Most patients had direct or close contact
with prairie dogs. For example, 28
children at an Indiana day care center
were exposed to 2 prairie dogs that later
became ill and died. Twelve of these
exposed children reported handling or
petting the prairie dogs, and seven of
these children later became ill with
symptoms that were consistent with
monkeypox infection (Ref. 7). In
Wisconsin, more than half of the human
monkeypox cases occurred through
occupational exposure to infected
prairie dogs, with veterinary staff being
at greater risk of acquiring monkeypox
than pet store employees (Ref. 21). The
human cases in the United States
included children as young as 3 years
old, and 19 people were hospitalized,
although some were hospitalized
primarily for isolation purposes (Ref. 6).
The initial signs or symptoms seen in
some patients included skin lesions or
fever with drenching sweats and severe
chills (Ref. 5). Other signs and
symptoms seen most often included:

Headache;
Persistent cough;
Lymphadenopathy; and

e Sore throat (Ref. 5).

Less frequent signs and symptoms
included:

e Pharyngitis;

¢ Tonsillar hypertrophy;

Tonsillar erosions;
Malaise;

Mild chest tightness;
Diarrhea;

Myalgias;

Back pain;

Nasal congestion;
Blephartis; and

e Nausea (Ref. 5).

In general, the human cases in the
United States were milder than those
seen in Africa (Ref. 6), and patients who
had been vaccinated against smallpox
appeared to have milder cases compared
to those who had not been vaccinated
against smallpox. However, two
children suffered serious clinical
illnesses. One child had severe
encephalitis that improved during a 14-
day hospital stay, and another child had
pox lesions on many parts of her body,
including lesions inside her mouth and
throat which created difficulty in
breathing and swallowing (Refs. 6, 9,
and 19). At least 5 patients (3 adults and
2 children) had temperatures greater
than or equal to 38.3 °C (100.94 °F) and
rashes comprised of 100 or more lesions
(Ref. 9). One adult patient remained
symptomatic for approximately 5
months; the patient became
asymptomatic only after having a
corneal transplant (Ref. 9).

II. How Did We Respond to the
Monkeypox Outbreak?

On June 11, 2003, the Director of the
Centers for Disease Control and
Prevention (CDC) and the Commissioner
of Food and Drugs, under 42 CFR 70.2
and 21 CFR 1240.30 respectively, issued
a joint order (Refs. 10 and 11)
prohibiting, until further notice, the
transportation or offering for
transportation in interstate commerce,
or the sale, offering for sale, or offering
for any other type of commercial or
public distribution, including release
into the environment, of:

e Prairie dogs (Cynomys sp.);

e Tree squirrels (Heliosciurus sp.);

e Rope squirrels (Funisciurus sp.);

e Dormice (Graphiurus sp.);

e Gambian giant pouched rats
(Cricetomys sp.);

e Brush-tailed porcupines (Atherurus
sp.), and

¢ Striped mice (Hybomys sp.).

The June 11, 2003, order did not
apply to the transport of listed animals
to veterinarians or animal control
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officials or other entities pursuant to
guidance or instructions issued by
Federal, State, or local government
authorities. In addition, under 42 CFR
71.32(b), CDC implemented an
immediate embargo on the importation
of all rodents (order Rodentia) from
Africa.

FDA and CDC issued the June 11,
2003, order to address quickly what was
then a new and rapidly developing
monkeypox outbreak (Ref. 11). As the
two agencies became more experienced
with the order and more knowledgeable
about the monkeypox outbreak, it
became apparent that we and CDC
needed a regulatory approach to prevent
the monkeypox virus from becoming
established and spreading in the United
States and to modify the June 11, 2003,
order, such as creating exemption
procedures to accommodate special
circumstances. Consequently, on
November 4, 2003 (68 FR 62353), FDA
and CDC issued an interim final rule
that superseded the June 11, 2003,
order. The interim final rule created two
complementary regulations. First, with
respect to certain animals that are in the
United States, the interim final rule
added 21 CFR 1240.63 entitled “African
rodents and other animals that may
carry the monkeypox virus.” Second, for
African rodents that are being imported
or offered for import to the United
States, the interim final rule added 42
CFR 71.56 that is also entitled “African
rodents and other animals that may
carry the monkeypox virus.” We are
responsible for 21 CFR 1240.63, and
CDC is responsible for 42 CFR 71.56;
both sets of regulations are intended to
prevent the further introduction,
establishment, and spread of the
monkeypox virus in the United States.

We also indicated that we would
revoke or amend, as warranted, all or
parts of 21 CFR 1240.63 if we concluded
that monkeypox is eradicated or
adequately controlled so that the virus
does not become established in the
United States (see 68 FR at 62359).

We issued the interim final rule under
section 361 of the Public Health Service
Act (PHS Act) (42 U.S.C. 264). Section
361 of the PHS Act gives the Secretary
of Health and Human Services (the
Secretary) the authority to make and
enforce regulations to prevent the
introduction, transmission, or spread of
communicable diseases from foreign
countries into the States or from one
State to another State.

ITI. What Other Actions Did the
Department of Health and Human
Services Take?

A. Why Did the Interim Final Rule
Continue After January 20, 20047

The preamble to the interim final rule
stated that:

Monkeypox is endemic in parts of Africa.
Therefore, we do not anticipate revoking the
prohibition on import of African rodents and
any other animals that the Director of CDC
has specified under 42 CFR § 71.56(a)(1)(i).
However, FDA will revoke or amend, as
warranted, all or parts of 21 CFR § 1240.63
if FDA concludes that monkeypox is
eradicated or adequately controlled so that
the virus does not become established in the
United States. FDA’s decision would depend
on scientific principles for controlling
zoonotic diseases. For example, if the
incubation period is known, then it would be
prudent to continue the restrictions for a time
period that is double the incubation period
to ensure that there is little further risk of
infection or restarting the monkeypox
outbreak. CDC tests on some animals
involved in the original April 9, 2003,
shipment from Ghana suggest that, insofar as
dormice are concerned, the incubation period
may be as long as 2.5 months. If FDA rounds
this time frame up to 3 months, and then
doubles the incubation period, there would
appear to be little further risk of infection
after 6 months had passed with no further
evidence of monkeypox identified, and FDA
would be able to take actions to revoke or
amend 21 CFR § 1240.63. The last infected
animal from the April 9, 2003, shipment that
died from monkeypox died on July 20, 2003.
There have been no identified monkeypox
cases in animals or people in the United
States since that date. If no further
monkeypox cases are identified in the United
States, and if there is no new information
warranting an extension of the 6-month time
period, FDA intends to revoke or amend 21
CFR §1240.63 as early as January 20, 2004,
which will be six months after July 20, 2003.
At that time, if FDA decided to revoke or
amend 21 CFR § 1240.63, it would publish an
appropriate document (such as a proposed
rule or direct final rule) in the Federal
Register. FDA invites comments on this
approach.

(Id. at page 62359.) However, the
preamble to the interim final rule also
cautioned that:

We emphasize that any possible revocation
or amendment of 21 CFR § 1240.63 may also
depend on new data or new developments.
For example, various animal studies are
being conducted to learn more about the
incubation period and transmission
dynamics of monkeypox. If those studies
suggest that the period for incubation and
transmission may be longer than 2.5 months,
FDA could decide to recalculate the date on
which it might revoke or amend 21 CFR
§1240.63. Studies are also underway to
determine whether certain species that may
be infected with the virus, but not display
any symptoms, can infect other species. To
illustrate how the virus could spread from an
asymptomatic animal, assume that an animal

can carry the monkeypox virus, but that the
animal does not develop monkeypox. If that
animal later comes into contact with prairie
dogs, a species which is already known to be
susceptible to monkeypox, then the prairie
dogs could become infected, and another
monkeypox outbreak in prairie dogs could
erupt. Again, if the CDC studies suggest that
species can be asymptomatic, but still
infectious, those results could cause FDA to
recalculate the date on which it could revoke
or amend 21 CFR §1240.63.

(Id.)

After the interim final rule’s
publication in the Federal Register on
November 4, 2003, CDC notified us that
it had test information that warranted
our continued application and
enforcement of 21 CFR 1240.63. This
information confirmed monkeypox
virus infection in several prairie dogs
and in a few animals from other species,
including a Gambian giant pouched rat,
dormice, rope squirrels, a ground hog, a
South American opossum, and a
chinchilla. Some of these infections
were subclinical (the animal was
infected with the virus, but did not
appear to be ill). Some of this
preliminary information subsequently
appeared in peer-reviewed scientific
journal articles, and, in a Federal
Register notice dated February 21, 2007
(72 FR 7825), we announced the
addition of those articles and other
recent journal articles to the docket.
However, follow-up investigations
confirmed that the human monkeypox
cases in the United States were not
associated with exposure to any animals
except prairie dogs.

CDC also was monitoring the progress
of a human case where a patient had
developed monkeypox in late June
2003, but still had symptoms 5 months
later. Conjunctival swabs from this
patient were positive (following
polymerase chain reaction (PCR)
analysis) at 139 days after onset and
culture positive at 126 days after onset.
This patient eventually required a
corneal transplant (see Ref. 9 which
discusses this case briefly).

We also note that, when we wrote the
interim final rule, efforts were
continuing to track down animals from
the original African shipment as well as
prairie dogs from the Illinois distributor.
Ultimately, over 170 African rodents
from that shipment and 103 prairie dogs
from the Illinois distributor were never
recovered or located.

B. Were the New Data Available to the
Public?

In the Federal Register of April 14,
2004, the Department of Health and
Human Services published a notice
announcing that the Secretary’s Council
on Public Health Preparedness
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(Secretary’s Council) would hold a
public meeting where one topic would
be “Transport of Possibly Infected
Exotic Animals” (see 69 FR 19854
(April 14, 2004)). The Secretary’s
Council invited FDA and CDC to make
presentations regarding the interim final
rule. FDA made a presentation to the
Secretary’s Council seeking its advice
on assessing the risk of monkeypox in
the United States so that we could
determine the appropriate way to
manage that risk. CDC presented
information concerning the new data,
thus making the data publicly available.
The Secretary’s Council did not assess
the risk of monkeypox; it recommended
instead that the interim final rule’s
restrictions on prairie dogs and certain
African rodents remain in place,
although it also recommended that we
make minor clarifications or changes to
the rule so that prairie dog owners could
take their animals to receive veterinary
care and to transport their animals in
certain situations. The Secretary’s
Council did not issue its
recommendations in writing.

C. Is There a Risk That Monkeypox Still
Exists in the United States?

From mid-2004 through 2007, more
information regarding the 2003
monkeypox outbreak appeared in the
scientific and medical literature. For
example, two scientific articles
demonstrated that the monkeypox virus
easily infected prairie dogs and that
infection in prairie dogs could occur
through contact or through inhalation
(Refs. 13 and 17). Another article
described the laboratory evaluation of
animals associated with the monkeypox
outbreak; the authors examined tissue
samples from 249 animals of 26
different species and found the
monkeypox virus in 33 animals (Ref.
23). These animals included three rope
squirrels, two Gambian giant pouched
rats, and nine dormice from the
shipment of African rodents (Ref. 23).
Additionally, 14 of 20 prairie dogs
tested were PCR positive for the
monkeypox virus deoxyribonucleic acid
(DNA), and infectious virus was
recovered from 9 of 11 prairie dogs (Ref.
23). In general, prairie dogs also had
higher levels of monkeypox virus or
monkeypox virus DNA than other
animal species (Ref. 23). The authors
also found monkeypox virus DNA in
tissues of other animal species housed
at the Illinois establishment; this
suggested that monkeypox could infect
several animal species (Ref. 23). The
article also described the limited, live-
trapping of wild animals that the United
States Department of Agriculture’s
Wildlife Service and the United States

Geologic Survey’s National Wildlife
Health Center completed after the
United States monkeypox outbreak.
Trapping of 201 animals occurred at
sites located near where six human
monkeypox cases (and associated
captive prairie dogs) in Wisconsin
occurred. No evidence of orthopox virus
infection in any of these animals was
detected. (The term “orthopox virus”
refers to a genus (a term used in biology
to denote a type or group that is above
that of a species) of poxviruses.
Examples of orthopox viruses include
monkeypox virus, cowpox virus, and
the variola virus; the variola virus
causes smallpox.) The Illinois Wildlife
Services program conducted further
trapping studies in Illinois at three
locations linked by trash disposal routes
to the Illinois animal distributor. Forty-
three animals were trapped, and all
were negative for evidence of orthopox
virus infection (Ref. 23).

Other articles (Refs. 14, 15, and 9)
shed more light as to why the 2003
outbreak in the United States was not as
deadly as those seen in Africa; for
example, there are two different strains
(or “clades”) of the monkeypox virus,
and the virus that appeared in the
United States was representative of the
less virulent (and less transmissible
between humans) strain insofar as
humans are concerned (Refs. 14 and 20).
The risk of infection in humans
correlated with the type of exposure to
infected prairie dogs, and most human
cases in the United States were
associated with direct contact to
(specifically the handling of) infected
prairie dogs (Refs. 16 and 22). Children
(persons under 18 years old) who were
infected were more likely to be
hospitalized in intensive care compared
to infected adults (Ref. 9). Additionally,
while some adults had received
smallpox vaccinations before 1972, it is
unclear as to whether childhood
smallpox vaccinations offer durable
protection against monkeypox. Some
articles indicated that there did not
appear to be significant differences in
serious clinical observations or
complications between vaccinated and
unvaccinated adults (Ref. 9 and 20), yet
another suggested that an individual’s
history of smallpox vaccination might
protect against monkeypox illness (Ref.
21). In brief, the recent publications
validate and reinforce the facts that:

o Prairie dogs are easily infected with
the monkeypox virus, and infected
prairie dogs have higher levels of
monkeypox virus than other infected
animals;

e Human cases in the United States
were linked to contact with infected
prairie dogs; and

e Monkeypox is a serious disease,
particularly in children, but the virus
implicated in the United States was
representative of the less virulent and
less transmissible between humans
strain.

More significantly, one recent article
assessed the risk for monkeypox
associated with domestic trade in
certain animal species in the United
States (Ref. 18). The authors evaluated
the data and uncertainties concerning
monkeypox and its potential spread to
animal and human populations in the
United States and characterized in a
qualitative analysis the probability of
harm based on that data. They
concluded that the risk for further
domestically acquired human infections
is low with the restrictions that FDA
and CDC had established. The authors
noted that there have been no new cases
in humans or animals in the United
States since the outbreak, despite the
likelihood that some surviving infected
animals may have been kept alive by pet
owners or dealers. However, there have
been no prospective surveillance
activities that would fully address this
question.

IV. Given Recent Evidence, Is FDA
Action Still Necessary?

A. Are the Measures of the Interim Final
Rule Needed Now to Prevent Disease
Spread?

As we explained in the preamble to
the interim final rule, we issued the
interim final rule under section 361 of
the Public Health Service Act (PHS Act)
(42 U.S.C. 264) (see 68 FR at 62360) to
prevent the spread of communicable
disease. Section 361 of the PHS Act
authorizes the Secretary to make and
enforce such regulations as judged
necessary to prevent the introduction,
transmission, or spread of
communicable diseases from foreign
countries into the States or from one
State to another State. We may regulate
intrastate transactions under this
authority as appropriate (see State of
Louisiana v. Mathews, 427 F. Supp. 174
(E.D. La. 1977)).

We have invoked section 361 of the
PHS Act to regulate various activities
and articles. For example, we have
invoked this authority to prevent the
transmission of communicable disease
through certain shellfish, turtles, certain
birds, and human tissue intended for
transplantation (see 21 CFR 1240.60
(molluscan shellfish), 1240.62 (turtles),
1240.65 (psittacine birds), and 1270.1
through 1270.43 (human tissue)).

Our regulations, at 21 CFR 1240.30,
provide further insight as to when we
will use our communicable disease
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authority. The regulation, in relevant
part, states that:

Whenever the Commissioner of Food and
Drugs determines that the measures taken by
health authorities of any State or possession
(including political subdivisions thereof) are
insufficient to prevent the spread of any of
the communicable diseases from such State
or possession to any other State or
possession, he may take such measures to
prevent such spread of the diseases as he
deems reasonably necessary * * *

Thus, when we issued the June 11,
2003, order and later issued the interim
final rule, we acted because we
determined that measures taken by State
health authorities, in 2003, were
insufficient to prevent the spread of
monkeypox. We took those actions
because infected and potentially
infected animals were crossing State
lines, and human cases were appearing
in several States; the multi-state impact,
as well as the then-rapidly developing
outbreak, indicated that measures taken
by individual States would be
insufficient to prevent the spread of
monkeypox.

The risk assessment published in
2006, however, suggests that the risk of
further monkeypox transmission from
the original events of 2003, particularly
to humans, in the United States is low.
Consequently, based on that low risk,
we believe that the import controls of
CDC’s interim final rule in 42 CFR 71.56
and routine State surveillance and
disease prevention measures should be
sufficient to prevent further human and
animal monkeypox cases. Therefore, we
have concluded that the domestic
controls in 21 CFR 1240.63 are no
longer necessary, and we are removing
our regulation.

Please note that this revocation
pertains solely to FDA’s provisions at 21
CFR 1240.63; the requirements imposed
by the CDC at 42 CFR 71.56 remain in
effect.

B. How Many Comments Did We
Receive?

The interim final rule provided an
opportunity for public comment; this
comment period expired on January 20,
2004. We received over 570 comments
on the interim final rule. We received
comments from State government
agencies or departments, Z0O0S,
zoological associations, animal interest
groups, animal breeders, animal
vendors, and individuals, including
foreign citizens. The comments reflected
a wide array of differing and sometimes
conflicting opinions. For example, most,
but not all, State agencies supported the
rule. Most State agencies appreciated
Federal efforts in responding to the
monkeypox outbreak, but one State
agency criticized the rule as interfering

with the State’s wildlife management
obligations, and another State agency
commented that it, rather than FDA,
should operate a permit system that
would enable certain animals to move
within a State. As another example,
many individuals commenting on the
rule either captured, sold, owned, or
wanted to own prairie dogs and objected
strongly to the rule’s impact on the
prairie dog trade and to continuing the
rule. In contrast, a few individuals
supported the rule and advocated more
stringent measures regarding the pet
trade, including animals that the interim
final rule did not address.

The comments also varied in their
complexity and familiarity with the
rule. For example, the American Zoo
and Aquarium Association (AZA)
recommended a specific change in the
rule for AZA-accredited zoological
parks because of the quarantine
protocols used by AZA-accredited zoos;
the AZA included its detailed
accreditation standards as part of its
comment. In contrast, many comments
simply expressed their strong objections
to the rule, particularly as it applied to
prairie dogs, without explaining the
reasons for their objections, discussing
any specific regulatory provision, or
suggesting any alternative approaches.
Some comments advocated defiance or
violations of the rule. Several comments
denied that monkeypox is a serious
disease, although they offered no
evidence to contradict the scientific or
medical reference we had cited. Other
comments criticized the rule or FDA
harshly, yet some criticisms pertained to
issues that were not in the interim final
rule or to actions, statements, or
positions that were mistakenly
attributed to us. For example, some
comments accused us of killing or
conspiring to kill prairie dogs. Virtually
none of these comments mentioned any
other animal covered by the interim
final rule, and none offered any
evidence to support their accusations.

Additionally, we received over 120
more comments on a notice that
appeared in the Federal Register on
February 19, 2004 (69 FR 7752). The
notice was a routine opportunity for
public comment on the information
collection provisions in a rule pursuant
to the Paperwork Reduction Act of 1995.
In this particular case, the notice
pertained to the information we were
requiring from persons who wanted our
permission to capture, offer to capture,
transport, offer to transport, sell, barter,
or exchange, or offer to sell, barter, or
exchange, distribute, offer to distribute,
and/or release into the environment any
animals covered by the rule.
Specifically, the notice sought comment

on the numerical estimates pertaining to
the permit information, such as the
estimated number of persons who
would request a permit, the number of
hours they would spend in preparing a
permit request, the frequency at which
permit requests would be submitted,
etc. Most comments either interpreted
or treated the notice as either a new
opportunity to comment on the interim
final rule or as finalizing the interim
final rule. As a result, almost all
comments submitted in response to the
Paperwork Reduction Act notice
focused on whether the interim final
rule should remain in effect and did not
address the collection of information
under the Paperwork Reduction Act or
any of our Paperwork Reduction Act
estimates. Even though most comments
submitted in response to the February
19, 2004, notice were not relevant to the
Paperwork Reduction Act and were
submitted months after the interim final
rule’s comment period had expired, we
considered those comments in addition
to the comments that were submitted in
response to the interim final rule.

Finally, we received seven comments
in response to a Federal Register notice
which we published on February 21,
2007 (72 FR 7825). The notice added
new information, primarily in the form
of peer-reviewed scientific literature, to
the administrative record, and we
invited comment on the information
being added. Of the seven comments,
only one addressed a specific new
reference. (The comment challenged the
risk assessment article discussed earlier
in section III.C of this document. The
comment opined that the article “may
underestimate the potential disease
transmission risk associated with wild-
caught prairie dogs,” but did not
challenge the authors’ methodology or
the authors’ conclusion that the risk of
monkeypox associated with the 2003
introduction of the virus into the United
States was low. Rather, the comment
noted a risk of transfer or importation of
infectious pathogens risk remains due to
illegal importation of animals, as well as
the risk that domestic wild animals,
particularly prairie dogs, may be a
source for diseases other than
monkeypox, such as plague and
tularemia. The comment argued that
there is no way to estimate the degree
of illegal importation of African rodents
or the legal importation of other
potentially infected species. We note
that the article does address each of
these points.) Most comments discussed
issues that were outside the scope of the
Federal Register notice of February 21,
2007, such as urging FDA to retain its
regulation, discussing the invasive
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species potential of a Gambian Giant
Pouched Rat population located in
Florida, discussing plague and
tularemia in prairie dogs, or discussing
the pet trade, zoonotic diseases
generally, or gaps in Federal authority.

Given our decision to remove the
regulation based on the current
evidence and circumstances, we will
not respond in detail to all of the
comments that opposed the rule.
However, we would like to clarify a few
points as follows:

e Many individuals believed that the
rule was unfair because the Federal
Government did not act against other
animals that are capable of transmitting
disease to humans. These individuals
often argued that the Federal
Government did not “ban”” cows despite
bovine spongiform encephalopathy
(BSE, or “mad cow disease”) disease;
dogs despite rabies; birds due to West
Nile virus; or other animals associated
with zoonotic diseases. Some claimed
that we were discriminating against
prairie dogs because they believed a
rabbit had been infected with
monkeypox, yet we did not include
rabbits in the rule.

As a preliminary matter, the existence
of other zoonotic diseases does not, and
cannot, mean that we must treat all
diseases in the same manner and at the
same time. We agree that BSE and
several other diseases cited by the
comments raise public health concerns,
but that fact does not mean that we are
compelled to promulgate regulations for
other or all zoonotic diseases before we
can issue regulations to deal with
monkeypox. In addition, it is important
to note that monkeypox, as we stated in
the preamble to the interim final rule
(see 68 FR at 62353), is a zoonotic
disease that, until mid-2003, occurred in
central and west Africa. The monkeypox
virus’ appearance in the United States
demanded our immediate attention
because monkeypox is a potentially fatal
disease in humans, so it was important
to prevent the virus from becoming
established in the United States. West
Nile virus is an example of how a virus
can become established in the United
States and result in sickness and death.
Before 1999, West Nile virus had not
been recorded in the United States; in
2002 alone, more than 4,000 Americans
had become ill, and 284 had died (see
68 FR at 62361). Many animal species
also suffered as the West Nile virus
became established in the United States
(id.).

To put it another way, unlike most of
the pathogens or factors responsible for
the diseases cited by the comments, the
monkeypox virus was new to the United
States in 2003, and (unlike West Nile

virus) could be controlled through
regulation of human activity; as a result,
a regulatory approach was taken that we
anticipated would prevent the virus
from becoming established in the listed
animal populations or in other domestic
animal populations. To the best of our
knowledge, the efforts undertaken in
2003 were fully successful.

We also wish to point out that,
contrary to the comments’ assumptions,
we have taken regulatory action
regarding other animals and other
diseases. Those regulatory actions
varied depending on the risk presented.
For example, we have issued regulations
restricting the sale and commercial
distribution of turtles (21 CFR 1240.62)
and restricting the transportation of
psittacine birds (21 CFR 1240.65)
because of their potential to transmit
certain diseases to humans. We
prohibited the use of mammalian
protein in ruminant feed (21 CFR
589.2000) and have taken a number of
additional actions to reduce the
potential risk of BSE in cattle (see, e.g.,
72 FR 1582 (January 12, 2007) (proposed
rule to prohibit the use of certain cattle
material in or in the manufacture of
drugs intended for use in ruminant
animals); 70 FR 58570 (October 6, 2005)
(proposed rule to prohibit the use of
certain cattle origin materials in the
food or feed of all animals); 69 FR 58448
(September 30, 2004) (notice of
availability of a guidance titled “Use of
Material from Bovine Spongiform
Encephalopathy-Positive Cattle in
Animal Feed”); 69 FR 42288 (July 14,
2004) (advance notice of proposed
rulemaking inviting comment on
Federal measures to mitigate BSE
risks)). We also have taken action to
prohibit the use of certain cattle
material (such as brain, skull, eyes,
spinal cord, and other material) in
human food to minimize human
exposure to materials that are highly
likely to contain the BSE agent (see 69
FR 42256 (July 14, 2004); see also 69 FR
42275 (July 14, 2004) (proposed rule to
require manufacturers and processors of
human food and cosmetics that are
manufactured from, processed with, or
otherwise contain material from cattle to
establish and maintain records
sufficient to demonstrate that the food
or cosmetic is not manufactured from,
processed with, or does not otherwise
contain prohibited cattle materials)).
Thus, we have taken regulatory actions
when necessary to protect the public
health, and the nature of the risk
presented shaped our regulatory
response to that risk.

Finally, insofar as rabbits and
monkeypox are concerned, we
acknowledge that a report issued as the

2003 outbreak was unfolding (Ref. 24)
suggested that a rabbit might have
transmitted the monkeypox virus to a
human. However, subsequent tests on
the rabbit in question and the human
patient proved negative. Consequently,
there are no documented cases of
monkeypox transmission from rabbits to
humans in the United States (Ref. 22).

e The 2003 monkeypox outbreak was
significant because it involved a
potentially fatal disease that had never
been seen within the United States. It
was important to stop monkeypox from
becoming established in the United
States because, once established, the
disease could become a greater public
health problem. If the virus became
established in the United States, the
potential impact on humans and other
animal species could have been
significant. In brief, final analysis of the
2003 monkeypox outbreak showed the
following: (1) Besides rope squirrels,
additional native species of African
rodents (Gambian giant pouched rats
and dormice) are susceptible to
monkeypox; (2) prairie dogs are
susceptible to monkeypox; (3) infected
prairie dogs can transmit the disease to
humans; and (4) children may be
affected more severely than adults.
Additionally, laboratory experiments
demonstrated that additional North
American animal species are susceptible
to monkeypox (Ref. 23). We did not
know, in 2003, and, in many cases, still
do not know, whether the virus had
spread or could spread to other
domestic animal species (such as
rodents) which, in turn, could expose
more humans to monkeypox. In short,
when dealing with a novel
communicable disease, trying to prevent
the disease from spreading has both
present effects (i.e., fewer individuals
become sick or die) and future effects
(i.e., the potential for more animals and
humans to become infected decreases if
prevention efforts are successful).

e With respect to the comments that
supported the interim final rule, we
agree that the risks of communicable
disease spread justified the measures
taken in the interim final rule. Because
we have decided to remove the
regulation, we will not address the
details of the comments that suggested
variations on the permit system or other
modifications to the rule. Nor will we
address the issues related to other
diseases of prairie dogs or to zoonotic
diseases in general, which are outside
the scope of this rule.

e The circumstances being addressed
by most of the comments supporting the
interim final rule have changed
significantly, in large part because of the
success of the interim final rule. As
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discussed in section III.C above, the
current evidence supports the
conclusion that the risk of further
infections from the monkeypox virus in
the United States is low. Only one
comment challenged the risk assessment
that concluded that the current risk is
low, but that comment did not challenge
the authors’ methodology. Instead, the
comment expressed concern about
future illegal importation of African
rodents or legal importation of other
animals that could be infected with
monkeypox. Although we agree that the
risk of future importations of animals
infected with the monkeypox virus is
not zero, we believe that the restrictions
in 42 CFR 71.56 have been successful,
and will continue to be successful, in
keeping this risk low. Together, the
measures taken by FDA and CDC under
21 CFR 1240.63 and 42 CFR 71.56 have
successfully brought the risk of further
human or animal monkeypox infection
in the United States associated with the
2003 outbreak to its current low level.
Based on the evidence, we believe that
the risk will remain low in the absence
of the measures in FDA’s interim final
rule. Under these circumstances,
including the fact that CDC’s interim
final rule at 42 CFR 71.56 remains in
effect, we have decided to remove 21
CFR 1240.63 in its entirety.

V. Environmental Impact Analysis

We have determined under 21 CFR
25.32(g) that this action is of a type that
does not individually or cumulatively
have a significant effect on the human
environment. Therefore, neither an
environmental assessment nor an
environmental impact statement is
required.

VI. Analysis of Impacts

We have examined the impacts of this
regulatory action under Executive Order
12866 and the Regulatory Flexibility Act
(5 U.S.C. 601-612), and the Unfunded
Mandates Reform Act of 1995 (Public
Law 104-4). Executive Order 12866
directs agencies to assess all costs and
benefits of available regulatory
alternatives and, when regulation is
necessary, to select regulatory
approaches that maximize net benefits
(including potential economic,
environmental, public health and safety,
and other advantages; distributive
impacts; and equity). We believe that
the removal of the regulation is not a
significant regulatory action under the
Executive order.

The Regulatory Flexibility Act
requires agencies to analyze regulatory
options that would minimize any
significant impact of a rule on small
entities. Because the removal of FDA’s

regulation would eliminate most of the
small administrative costs imposed by
the interim final rule, we certify that it
will not have a significant economic
impact on a substantial number of small
entities.

Section 202(a) of the Unfunded
Mandates Reform Act of 1995 requires
that agencies prepare a written
statement, which includes an
assessment of anticipated costs and
benefits, before publishing “any rule
that includes any Federal mandate that
may result in the expenditure by State,
local, and tribal governments, in the
aggregate, or by the private sector, of
$100,000,000 or more (adjusted
annually for inflation) in any one year.’
The current threshold after adjustment
for inflation is $127 million, using the
most current (2006) Implicit Price
Deflator for the Gross Domestic Product.
We do not expect the removal of FDA’s
regulation to result in any 1-year
expenditure that would meet or exceed
this amount.

We issued a regulation on November
4, 2003, that modified existing
restrictions on the import, capture,
transport, sale, barter, exchange,
distribution and release of African
rodents, prairie dogs and certain other
animals in order to prevent the spread
of monkeypox. The decision to remove
the regulation pertaining to domestic
trade in prairie dogs and certain African
rodents will eliminate most of the costs
of the regulation to the extent that they
have been realized.

In the interim final rule, we stated
that incomplete data precluded us from
developing quantitative estimates of the
economic costs and benefits of the rule.
The analysis of the rule, however, did
contain a discussion about the sale of
prairie dogs prior to and immediately
after the June 11, 2003, administrative
order banning the sale of these animals
in order to reduce the spread of
monkeypox. In effect, the analysis
described the loss of the market for
these pets that resulted from the earlier
administrative order restricting their
further distribution. The removal of the
regulation would reopen the domestic
market for pet prairie dogs, which prior
to 2003 was estimated at about 30,000
animals per year with a retail value of
about $4.5 million. The domestic
markets for certain African rodents
would also be reopened, but the CDC
restrictions on the importation of
African rodents would remain in effect.
Although we do not have data to
estimate the size of these markets in
2003, the analysis in the interim final
rule concluded that they would be fairly
small.

)

The interim final rule also allowed for
exemptions from the rule’s restrictions
on trade in these animals by requesting
written permission from FDA. The
analysis estimated that individuals
requesting these exemptions would
incur annual administrative costs
ranging from about $3,500 to $6,500.
FDA'’s administrative costs to process
these requests each year were estimated
at $13,300. These administrative costs
will be eliminated with the removal of
FDA’s regulation.

The analysis of the interim final rule
also concluded that the regulation may
have a significant impact on a
substantial number of small entities,
including trappers and distributors of
prairie dogs, other small animal
distributors, and retail pet stores. Most
of these impacts will be negated with
the removal of FDA’s regulation.
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VIII. Federalism

FDA has analyzed this rule in
accordance with the principles set forth
in Executive Order 13132. We have
determined that the rule does not
contain policies that have substantial

direct effects on States, on the
relationship between the National
Government and the States, or on the
distribution of power and
responsibilities among the various
levels of government. Accordingly, we
have concluded that the rule does not
contain policies that have federalism
implications as defined in the Executive
Order, and, consequently, a federalism
summary impact statement is not
required.

List of Subjects
21 CFR Part 16

Administrative practice and
procedure.

21 CFR Part 1240

Communicable diseases, Public
health, Travel restrictions, Water
supply.

m Therefore, under the Public Health
Service Act and under authority
delegated to the Commissioner of Food
and Drugs, 21 CFR 16 and 1240 are
amended as follows:

PART 16—REGULATORY HEARING
BEFORE THE FOOD AND DRUG
ADMINISTRATION

m 1. The authority citation for 21 CFR
part 16 continues to read as follows:

Authority: 15 U.S.C. 1451-1461; 21 U.S.C.
141-149, 321-394, 467f, 679, 821, 1034; 28
U.S.C. 2112; 42 U.S.C. 201-262, 263b, 364.

§16.1 [Amended]

m 2. Section 16.1 is amended in
paragraph (b)(2) by removing the entry
for “§1240.63(c)(3) .

PART 1240—CONTROL OF
COMMUNICABLE DISEASES

m 3. The authority citation for 21 CFR
part 1240 continues to read as follows:

Authority: 42 U.S.C. 216, 243, 264, 271.
§1240.63 [Removed]

m 4. Remove § 1240.63.

Dated: August 27, 2008.
Jeffrey Shuren,

Associate Commissioner for Policy and
Planning.

[FR Doc. E8—20779 Filed 9-5-08; 8:45 am]
BILLING CODE 4160-01-S

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Parts 210 and 211

[Docket No. FDA-2007-N—-0379] (formerly
Docket No. 2007N-0280)

Amendments to the Current Good
Manufacturing Practice Regulations for
Finished Pharmaceuticals

AGENCY: Food and Drug Administration,
HHS.

ACTION: Final rule.

SUMMARY: The Food and Drug
Administration (FDA) is amending
certain of its regulations on current good
manufacturing practice (CGMP)
requirements for finished
pharmaceuticals as the culmination of
the first phase of an incremental
approach to modifying the CGMP
regulations for these products. This rule
revises CGMP requirements primarily
concerning aseptic processing,
verification of performance of
operations by a second individual, and
the use of asbestos filters. We are
amending the regulations to modernize
or clarify some of the requirements as
well as to harmonize them with other
FDA regulations and international
CGMP standards.
DATES: This rule is effective December 8,
2008.
FOR FURTHER INFORMATION CONTACT:
Mary Malarkey, Center for Biologics
Evaluation and Research (HFM-600),
Food and Drug Administration, 1401
Rockville Pike, Rockville, MD 20852—
1448, 301-827-6190; or

Dennis Bensley, Center for Veterinary
Medicine (HFV-140), Food and Drug
Administration, 7500 Standish P1.,
Rockville, MD 20855, 240—-276—8268; or

Brian Hasselbalch, Center for Drug
Evaluation and Research, Food and
Drug Administration, 10903 New
Hampshire Ave., rm. 4364, Silver
Spring, MD 20993, 301-796-3279.

SUPPLEMENTARY INFORMATION:
Table of Contents
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II. Summary of the Final Rule
A. Aseptic Processing
B. Asbestos Filters
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C. Aseptic Processing
D. Asbestos Filters
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E. Verification by a Second Individual
F. Miscellaneous Minor Changes
Based on 1996 Proposal
IV. Analysis of Impacts
V. Environmental Impact
VI. Federalism
VII. Paperwork Reduction Act of 1995

I. Background

Since the development of the CGMP
regulations for drug products in 1962,
FDA has balanced the need for easily
understood minimum standards with
the need to encourage innovation and
the development of improved
manufacturing technologies. We strive
to give manufacturers latitude to
determine how to achieve the level of
control necessary for CGMP compliance,
recognizing that, in some instances,
more direction from FDA is necessary to
provide a uniform standard to the entire
industry, minimize the potential for
harm, or achieve some other CGMP
objective. We periodically reassess and
revise the CGMP regulations to
accommodate advances in technology
and other scientific knowledge that
further safeguard the drug
manufacturing process and the public
health.

In 1996, as part of this reassessment
process, we proposed to: (1) Amend
certain requirements of the CGMP
regulations for finished pharmaceuticals
to clarify certain manufacturing, quality
control, and documentation
requirements and (2) ensure that the
regulations more accurately
encompassed current industry practice
(61 FR 20104, May 3, 1996) (1996
proposed rule). Subsequently, as a part
of the risk-based Pharmaceutical CGMPs
for the 21st Century initiative, we
created a CGMP Harmonization
Analysis Working Group (CGMP
Working Group) to analyze related
CGMP requirements in effect in the
United States and internationally,
including those related to quality
systems. The CGMP Working Group
compared parts 210 and 211 (21 CFR
parts 210 and 211) with the CGMPs of
the European Union (EU), as well as
other FDA regulations (e.g., the Quality
Systems Regulation, 21 CFR part 820) to
identify the differences and consider the
value of supplementing or changing the
current regulations. Based on the CGMP
Working Group’s analysis, we decided
to take an incremental approach to
modifying parts 210 and 211.

Because of this change in approach,
we decided not to finalize the 1996
proposed rule. On December 4, 2007, we
published a document withdrawing the
1996 proposed rule (72 FR 68111) (the
December 2007 proposed rule). On the
same date, we published a direct final

rule (72 FR 68064) and companion
proposed rule (72 FR 68113) to clarify
and modernize certain provisions of the
CGMP regulations. The comment period
for the direct final rule closed on
February 19, 2008. On April 4, 2008, we
published a document withdrawing the
direct final rule because we received
significant adverse comments (73 FR
18440). In the document withdrawing
the direct final rule, we explained that
the comments received would be
considered under our usual procedures
for notice and comment in connection
with the notice of proposed rulemaking
that was published as a companion to
the direct final rule.

After careful consideration of all
comments received, we are now
publishing this final rule. The final rule
represents the culmination of the first
increment of modifications to parts 210
and 211.

II. Summary of the Final Rule

The final rule revises the drug CGMP
regulations primarily in three areas:
Aseptic processing, use of asbestos
filters, and verification of operations by
a second individual.

A. Aseptic Processing

The final rule revises § 211.113(b) to
clarify that required written procedures
designed to prevent microbiological
contamination of sterile drug products
must include procedures on the
validation of all aseptic processes in
addition to sterilization processes. Other
changes related to aseptic processing
include the following:

¢ Revised §211.67(a) requires that
equipment and utensils be cleaned,
maintained, and, as appropriate for the
nature of the drug, sanitized “and/or
sterilized” at appropriate intervals to
prevent malfunction or contamination.
This change recognizes that for sterile
drug products, sterilization (sometimes
in addition to sanitization) is
appropriate.

e Revised §211.84(d)(6) requires
microbiological tests before use of each
lot of a component, drug product
container, or closure “with potential for
microbiological contamination” that is
objectionable in view of its intended
use, consistent with longstanding
agency interpretation of this regulation.

e Revised §211.94(c) requires
validation of depyrogenation processes
for drug product containers and
closures, consistent with longstanding
industry practice and agency
interpretation of this regulation.

e Revised §211.110(a) adds
bioburden testing to the list (which is
not all-inclusive) of in-process control
procedures relating to the sampling and

testing of in-process materials, which
again is consistent with industry
practice.

B. Asbestos Filters

We revised §§210.3(b)(6) and 211.72
to eliminate provisions permitting
limited use of asbestos-containing filters
used in processing injectable drug
products. We had proposed to simply
delete references to asbestos filters in
these provisions. However, in response
to comments, we also added to §211.72
the statement “The use of an asbestos-
containing filter is prohibited.” Also in
response to comments, we revised
§211.72 to reflect appropriate technical
standards for nonfiber-releasing filters.

C. Verification by a Second Individual

The final rule makes several changes
to the regulations to acknowledge,
consistent with our longstanding
interpretation, that certain operations
may be performed by automated
equipment and verified by a person,
rather than one person performing an
operation and another person verifying
that the operation was correctly
performed. In particular, we added new
paragraph (c) to § 211.68 stating that
automated equipment used to perform
operations addressed in §§211.101(c) or
(d), 211.103, 211.182, or 211.188(b)(11)
can satisfy the requirements in those
sections for the performance of an
operation by one person and checking
by another person if the equipment is
used in conformity with §211.68 and
one person checks that the operations
are properly performed. In response to
comments, we revised the paragraph to
minimize the possibility that the
provision might be misinterpreted as
requiring a person to repeat by hand all
calculations performed by automated
equipment.

In accordance with the addition of
§211.68(c), we are adopting
corresponding changes to the following
provisions:

e Section 211.101(c) and (d)
(concerning charge-in of components
and containers),

e Section 211.103 (calculation of
yields),

e Section 211.182 (equipment
cleaning and maintenance), and

e Section 211.188(b)(11) (batch
production and control records).

D. Other Minor Changes

In addition to the revisions to the
regulations previously noted, we have
made minor revisions to the following
provisions to provide greater clarity
without changing meaning or intent:

e Section 211.82(b) (storage of
components, containers, and closures),
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e Section 211.84(c)(1) and (d)(3)
(collection and testing of samples of
components, containers, and closures),
and

e Section 211.160(b)(1) (laboratory
controls for determining conformity to
specifications).

III. Comments on the Proposed Rule
and FDA’s Response

We received comments on the
proposed rule from drug and biologic
manufacturers, industry associations,
consultants, and other interested
persons. A summary of the comments
received and our responses follow. We
first respond to comments of a general
nature and then to comments on the five
topics set forth in the preamble of the
direct final rule.

To make it easier to identify
comments and our responses, the word
“Comment,” in parentheses, appears
before the comment’s description, and
the word “Response,” in parentheses,
appears before our response. We have
numbered each comment to help
distinguish between different
comments. Similar comments are
grouped together under the same
number if the same response would be
given for each. The number assigned to
each comment is purely for
organizational purposes and does not
signify the comment’s value or
importance or the order in which it was
received.

A. General Comments

(Comment 1) One comment stated
that it will be very important for FDA
to ensure clarity and consistency in the
understanding of the final rule among
agency staff, including both product
reviewers and CGMP inspectors, to
minimize different interpretations and
applications of these regulations.

(Response) We agree that it is
important that FDA employees who
perform application reviews, as well as
conduct CGMP inspections and other
compliance activities, understand these
regulations and apply them in a
consistent manner in the performance of
their duties. Therefore, we will take
appropriate steps to ensure that agency
staff receive adequate training regarding
the new regulations.

(Comment 2) One comment stated
that we should not withdraw the 1996
proposed rule because it contained
many good features with respect to test
method validation and the out-of-
specification test result problem. The
comment maintained that the guidance
for industry entitled “Investigating Out-
of-Specification (OOS) Test Results for
Pharmaceutical Production” (71 FR
60158, October 12, 2006) is not helpful

to people working with biological drugs
and other products. Another comment
stated that the December 2007 proposed
rule should have incorporated many of
the changes in the 1996 proposed rule
regarding such matters as validation,
quality control unit responsibilities,
batch failure investigations, and
stability samples because they involve
some of the most common CGMP
deficiencies.

(Response) As we stated in the
December 4, 2007, document, we
withdrew the 1996 proposed rule
because we concluded that, given our
new approach to CGMP under the 21st
century initiative, it would be preferable
to revise the CGMP regulations
incrementally rather than in a one-time,
comprehensive fashion. Furthermore,
we believe that it is appropriate to
reevaluate some of the matters
considered in the 1996 proposed rule in
light of recent scientific and
technological advances. We appreciate
the comments’ interest in the specified
CGMP issues, and we will consider
these issues in future phases of our
CGMP modernization efforts.

(Comment 3) One comment
encouraged FDA to consider other
CGMP regulations that need
modernization or clarification, or are no
longer necessary due to technological
advances, such as aspects of 21 CFR
610.12 concerning the requirements for
bulk sterility testing and allowance for
sterility retesting for biological
products.

(Response) We appreciate the
comment’s interest in modernizing
CGMP regulations. As previously stated,
this final rule represents only our first
step in updating the drug CGMP
regulations to reflect current industry
practice and harmonize the regulations
with international CGMP requirements.
We will consider other aspects of CGMP
in future rulemaking proceedings.

B. Plumbing

Section 211.48(a) requires that potable
water be supplied under continuous
positive pressure in a plumbing system
free of defects that could contribute
contamination to any drug product. It
further requires that potable water meet
the standards established by the U.S.
Environmental Protection Agency (EPA)
for primary drinking water in 40 CFR
part 141. Proposed § 211.48(a) would
have deleted the requirement that the
potable water used in a plumbing
system meet EPA’s standards for
primary drinking water, and instead
required that the water be ““safe for
human consumption.” This proposed
revision was intended to improve
harmonization with foreign regulations

(particularly those of the EU and Japan)
and to make the U.S. regulation more
consistent with the United States
Pharmacopeia standard. In the preamble
of the direct final rule, we stated that
the revised requirement could be met by
compliance with the standards in the
EPA regulations or in the current
regulations of the EU or Japan for
potable water used to prepare water for
pharmaceutical purposes.

(Comment 4) Four comments objected
to the proposed change. Among other
things, the comments stated that the
standard of “‘safe for human
consumption” is not sufficiently
prescriptive.

(Response) Because of the comments
received and other considerations, we
have decided not to revise § 211.48(a) at
this time. We will address the issue of
standards for water used in a facility’s
plumbing system when we consider
proposing regulations for water used as
a drug product component in the next
phase of our CGMP initiative.

C. Aseptic Processing

In the proposed rule, we sought to
amend several regulations on aseptic
processing to reflect current industry
standards and practices. Some of the
proposed revisions would also affect
other types of processes and operations.
We noted that the proposed changes
would not affect the applicability of the
guidance for industry entitled ‘‘Sterile
Drug Products Produced by Aseptic
Processing—Current Good
Manufacturing Practice” (Aseptic
Processing Guidance), issued on
October 4, 2004 (69 FR 59258).

1. Equipment Cleaning and
Maintenance (§211.67(a))

The version of §211.67(a) amended
by this final rule stated: “Equipment
and utensils shall be cleaned,
maintained, and sanitized at appropriate
intervals to prevent malfunctions or
contamination that would alter the
safety, identity, strength, quality, or
purity of the drug product beyond the
official or other established
requirements.” We proposed to add the
phrase “and/or sterilized” after the
word “‘sanitized” in § 211.67(a) to
reflect the fact that sterilization is
appropriate for sterile drug products.

On our own initiative, we have
revised §211.67(a) to state that
equipment and utensils shall be
cleaned, maintained, ‘“and, as
appropriate for the nature of the drug,
sanitized and/or sterilized at
appropriate intervals * * *.” This
revision does not alter the meaning of
the proposed rule change, but clarifies
that for some equipment and utensils
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used in the production of certain drug
products, sanitization is appropriate; for
other equipment and utensils,
sterilization is appropriate; and for still
others, both sanitization and
sterilization are appropriate.

(Comment 5) One comment stated
that it is not appropriate to address
sterilization in § 211.67(a). Instead, the
comment recommended that a reference
to sterilization of equipment and
utensils be added to §211.113(b), which
requires the adoption of written
procedures designed to prevent
microbiological contamination of drug
products purporting to be sterile.

(Response) We do not agree with the
comment because, as previously noted,
equipment and utensils used in the
production of sterile drug products must
be sterilized, not merely sanitized. In
addition, we have revised §211.113(b)
as discussed in section III.C.5 of this
final rule.

(Comment 6) One comment suggested
that we could simplify the language in
this regulation by changing the phrase
“beyond the official or other established
requirements” to “beyond the
established (or other official)
requirements.”

(Response) We do not believe that the
suggested change simplifies the current
phrase, which we believe is clear.
Therefore, we do not believe that the
suggested change is necessary.

(Comment 7) One comment stated
that § 211.67(a) should not apply to the
production of medical gases because
most medical gas manufacturing lines
are product-specific, closed systems that
are not subject to cleaning or sanitation
as part of an established periodic cycle,
but instead are specially cleaned to be
“oxygen ready” and carefully handled
in accordance with established
procedures. The comment maintained
that additional cleaning efforts beyond
the initial cleaning regimen
substantially increase the risk of
introducing contaminants into the
system. Therefore, the comment stated,
it is not necessary to require cleaning of
equipment at “‘appropriate intervals” for
medical gas manufacturing. The
comment suggested that, alternatively, it
might be appropriate for the agency to
state that medical gases may represent
unique circumstances that will be
reflected in a separate guidance.

(Response) We decline to exempt
medical gases from the requirements of
§211.67(a) as recommended because
this would exceed the scope of our
proposed change to clarify that
sterilization is appropriate for sterile
drug products and would instead focus
on whether there is any need for
periodic cleaning of medical gas

systems. We might consider in a future
CGMP rulemaking whether it is
appropriate to revise § 211.67(a) to
address its application to medical gases.

2. Microbiological Testing of
Objectionable Lots of Components, Drug
Product Containers, and Closures

(§211.84(d)(6))

The version of §211.84(d)(6) amended
by this final rule stated: “Each lot of a
component, drug product container, or
closure that is liable to microbiological
contamination that is objectionable in
view of its intended use shall be
subjected to microbiological tests before
use.” We proposed to change the phrase
“that is liable to microbiological
contamination” to ‘“with potential for
microbiological contamination.”

(Comment 8) One comment stated
that the proposed change was
unnecessarily restrictive and might lead
to testing every lot when the risk of
microbial contamination is low and the
impact on the intended use is
insignificant. This comment suggested
replacing ““that is liable to microbial
contamination” with “prone to
microbial contamination.” One
comment stated that the proposed
change could make it more difficult for
drug manufacturers to replace a less
effective, quality control-based
inspection and test method with a more
modern and effective quality audit
method. The comment stated that
because the bioburden of dry items such
as vials and stoppers is often
heterogeneous, improved assurance of
this quality attribute is better achieved
through the audit, selection, and control
by the manufacturers of these items.
This comment maintained that
knowledge of and control over the
manufacturing processes for containers
and closures might fall short of
justifying that those products do not
have a “potential for contamination.”

(Response) We decline to adopt the
recommended change to § 211.84(d)(6)
from “that is liable to microbial
contamination” to ‘“prone to
microbiological contamination.” We
believe that our proposed change to
“with potential for microbiological
contamination” clarifies our
longstanding interpretation of the
regulation that each lot of component,
drug product container, or closure that
is susceptible to contamination must
undergo microbiological testing before
use. Therefore, we have revised
§211.84(d)(6) to refer to components,
containers, or closures “with potential
for microbiological contamination’ as
proposed.

3. Validation of Depyrogenation of Drug
Product Containers and Closures
(§211.94(c))

The version of § 211.94(c) amended
by this final rule stated: “Drug product
containers and closures shall be clean
and, where indicated by the nature of
the drug, sterilized and processed to
remove pyrogenic properties to assure
that they are suitable for their intended
use.” In the preamble to the direct final
rule, we stated that it has been
longstanding industry practice to
validate the sterilization and
depyrogenation processes used for drug
product containers and closures to
ensure consistent removal of microbial
contamination and pyrogens or
endotoxins. Therefore, we proposed to
add a provision to § 211.94(c) requiring
the validation of these depyrogenation
processes.

(Comment 9) One comment suggested
that we require validation of
“sterilization” as well as
depyrogenation processes.

(Response) We do not believe that the
suggested change is needed because
§211.113(b) already requires validation
of sterilization processes for the
prevention of microbiological
contamination of drug products
purporting to be sterile.

(Comment 10) Four comments
objected to the requirement in existing
§ 211.94(c) because it requires
depyrogenation of components based on
the nature of the drug and does not take
into account the fact that some
containers and closures are inherently
nonpyrogenic, have been qualified not
to require active depyrogenation, or do
not require depyrogenation because of
handling procedures. Three of the
comments proposed that in addition to
the nature of the drug, the drug’s
manufacturing process be included as a
factor in determining when containers
and closures must be sterilized and
processed to remove pyrogenic
properties. Two of the comments
recommended that the requirement to
validate depyrogenation processes be
limited to containers and closures that
are made nonpyrogenic by a designated
depyrogenation process (thus excluding
inherently nonpyrogenic containers and
closures from the regulation).

(Response) We decline to adopt the
suggested revisions because they go
beyond the scope of our proposed
change to require validation of
depyrogenation processes and instead
focus on the need for depyrogenation
itself.
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4. Inclusion of Bioburden Testing in In-
Process Testing (§211.110(a))

Section 211.110(a) requires that
written procedures be established and
followed that describe in-process
controls and tests or examinations to be
conducted on samples of in-process
materials of each batch of a drug
product. The regulation specifies five
control procedures that must be
established, where appropriate, to
monitor the output and to validate the
performance of manufacturing processes
that may be responsible for causing
variation in the characteristics of in-
process material and the drug product.
We proposed to add bioburden testing
to this list (which is not all-inclusive)
because testing for bioburden is
standard industry practice for in-process
materials and drug products that are
produced by aseptic processing.

(Comment 11) Three comments
objected to the addition of bioburden
testing to §211.110(a). One comment
objected to the inclusion of any specific
test and suggested that specific tests be
addressed in agency guidance. One
comment stated that bioburden testing
is not conducted at the same time as
other tests specified in §211.110(a) and
is not an in-process test or control
because it does not yield immediate
results that allow for process
adjustment. The comment stated that it
would be more appropriate to address
bioburden testing in § 211.84. One
comment suggested that because
§211.110 covers the sampling and
testing of all in-process materials and
drug products, adding bioburden testing
as a mandatory control procedure could
expand current industry validation
procedure and produce diversity among
the industry and regulators on the
circumstances in which validation of
bioburden testing is appropriate.

(Response) We do not agree with the
comments. As stated in the direct final
rule, testing for bioburden is an
important in-process control,
particularly for drug products that are
produced through aseptic processing.
Section 211.110(a) provides flexibility
to manufacturers so that they need only
conduct bioburden testing where the
testing is appropriate to assure batch
uniformity and drug product integrity.
We believe that manufacturers
understand for which types of drug
products, and at what point in the
manufacturing process for these drugs,
bioburden testing is appropriate.
Accordingly, we have added bioburden
testing to § 211.110(a).

5. Control of Microbiological
Contamination (§211.113(b))

Section 211.113(b) states that
appropriate written procedures,
designed to prevent microbiological
contamination of drug products
purporting to be sterile, must be
established and followed. The version of
§211.113(b) amended by this final rule
further stated: “Such procedures shall
include validation of any sterilization
process.” We proposed to substitute “all
aseptic and sterilization processes’ for
“any sterilization process.” As noted in
the preamble of the direct final rule,
even before we issued the now-replaced
guidance on ““Sterile Drug Products
Produced by Aseptic Processing” in
1987, industry routinely conducted
validation studies (often referred to as
media fills) that substituted
microbiological media for the actual
product to demonstrate that its aseptic
processes were validated (72 FR 68064
at 68066). The proposed change was
intended to clarify existing practice and
to harmonize § 211.113 with Annex 1 of
the EU CGMPs.

(Comment 12) Several comments
objected to the proposed change to
§211.113(b) on the basis that aseptic
processing cannot be validated. One
comment stated that validation of
aseptic processing technically cannot be
done, although the manufacturer can
ensure tight control over the process.
One comment stated that aseptic
processing simulations demonstrate the
capability of a facility, equipment, and
operational controls to provide a
minimal microbial contamination rate
in a single event, but they cannot
predict the outcome of a similar process
performed at a different time. The
comment maintained that to consider
aseptic processing to be validated
overstates the ability to measure and
control the process and could be
interpreted as approval to relax the
controls necessary for its success. The
comment recommended that
§211.113(b) be revised to require
validation of “‘all sterilization/
depyrogenation processes’” and to direct
that aseptic processes ‘“be subjected to
periodic assessment to demonstrate the
capability of the control strategy to
adequately support end product
sterility.”

One comment stated that there is
currently no means to comply with the
proposed requirement to validate
aseptic processes. The comment
maintained that the microbiological and
decontamination methods used in
aseptic processing lack the sensitivity,
recoverability, and accuracy of the
physical and chemical measurement

systems normally associated with
process validation. The comment
further claimed that media fills do not
validate aseptic processing because they
measure only detectable micro-
organisms and do not verify that no
micro-organisms exist. The comment
stated that although aseptic processing
cannot be validated, a state of control
can be established, ensuring that the
aseptically produced drug consistently
meets its specifications and quality
attributes. The comment recommended
that rather than validation of aseptic
processes, § 211.113(b) require “‘a
formalized quality risk management and
control strategy for aseptic processes to
provide assurance of requisite and
continued process capability and
product quality.”

One comment stated that although
media fills can evaluate an aseptic
process, they cannot be considered to
validate the process. The comment
recommended that we either not adopt
the proposed requirement to validate
aseptic processes or provide more
clarity on what is expected for
validation of aseptic processes.
Similarly, another comment
recommended that we not revise
§211.113(b) as proposed unless we
clarify that more than media fills are
required to validate an aseptic process.
The comment stated that a well-
controlled, robust process is required for
aseptic processes and that once a state
of control has been established for the
process, media fills can be useful in
confirming the state of control.

(Response) Although we acknowledge
that aseptic process validation does not
provide absolute assurance of product
sterility, we do not agree that aseptic
processes cannot be validated.
Validation of aseptic processes, which is
a common practice throughout the
pharmaceutical industry, means
establishing documented evidence that
provides a high degree of assurance that
a particular process will consistently
produce a product meeting its
predetermined specifications and
quality attributes. Media fills, together
with operational controls,
environmental controls, and product
sterility testing, provide a sufficient
level of assurance that drugs purported
to be sterile are in fact sterile.

(Comment 13) One comment
suggested adding a definition of aseptic
processing to part 210.

(Response) We do not believe that it
is necessary to define aseptic processing
in the regulation. The Aseptic
Processing Guidance makes it clear to
manufacturers what aseptic processing
entails.
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(Comment 14) One comment
requested confirmation that it is
acceptable to follow the current FDA
guidance and use media fills to meet the
requirement to validate aseptic
processes.

(Response) As stated in the preamble
to the direct final rule and reiterated
previously in this document,
manufacturers can follow the
recommendations in the Aseptic
Processing Guidance to comply with
CGMP requirements for aseptic
processing, including validation.
However, as with any guidance, the
Aseptic Processing Guidance is not
binding on industry or the agency, and
manufacturers may use an alternative
approach to achieve compliance if the
approach meets the requirements of the
act and FDA regulations.

(Comment 15) One comment sought
clarification that the requirement to
validate aseptic processing would not
inhibit implementation of novel
technologies recommended by the
International Conference on
Harmonisation of Technical
Requirements for Registration of
Pharmaceuticals for Human Use (ICH)
in the ICH Q8, Q9, and Q10 guidances,
or other innovative approaches in these
areas.

(Response) We do not believe that the
requirement to validate aseptic
processing will interfere with the
implementation of new technologies
either as part of following ICH
recommendations or as part of other
efforts to meet CGMP requirements. As
stated in section I of this document, we
have always attempted to balance the
need for easily understood minimum
CGMP standards with the desire to
encourage innovation and the
development of improved
manufacturing technologies. We are
confident that industry can meet the
requirement to validate aseptic
processing with no adverse impact on
technological innovation in drug
product manufacturing.

D. Asbestos Filters

As stated in the preamble to the direct
final rule, we need to update our
regulations on filters used in processing
liquid injectable products. The version
of § 211.72 amended by this final rule
required manufacturers, before using an
asbestos-containing filter, to submit
proof to FDA that an alternative
nonfiber-releasing filter will, or is likely
to, compromise the safety or
effectiveness of the product. However,
we are not aware that asbestos filters are
currently commercially manufactured
for pharmaceutical use or are used in
drug production, and their use is not

considered a good manufacturing
practice. Therefore, we proposed to
delete the reference to the use of
asbestos-containing filters from § 211.72
and to delete the reference to asbestos
filters from the definition of ‘“nonfiber-
releasing filter” in § 210.3(b)(6).

(Comment 16) Two comments stated
that the regulations should state that the
use of asbestos filters is prohibited. One
comment stated that if asbestos-
containing filters are in fact available
and the proposed changes were
interpreted as permitting their use, this
might pose a risk to patients.

(Response) We agree with the
comments. Therefore, in addition to
deleting the reference to asbestos-
containing filters in § 210.3(b)(6), we
have revised the last sentence of
§211.72 to state that the use of an
asbestos-containing filter is prohibited.

(Comment 17) One comment
recommended that we clarify the second
sentence in proposed § 211.72, which
stated: “Fiber-releasing filters may not
be used in the manufacture, processing,
or packing of these injectable drug
products unless it is not possible to
manufacture such drug products
without the use of such filters.” The
comment recommended that this
sentence be revised to state as follows:
“Fiber-releasing filters may be used
when/where it is not possible to
manufacture such drug products
without the use of such filters.”

(Response) We agree with this
proposed change and have revised
§211.72 accordingly.

(Comment 18) Four comments
recommended revising the following
provision in proposed § 211.72: “If use
of a fiber-releasing filter is necessary, an
additional nonfiber-releasing filter of
0.22 micron maximum mean porosity
(0.45 micron if the manufacturing
conditions so dictate) shall
subsequently be used to reduce the
content of particles in the injectable
drug product.” Each of these comments
stated that it is technically more
accurate to describe a filter in terms of
its nominal pore size rating than its
mean porosity. One comment stated that
the filter pore size standard of 0.22
micron is outdated and should be
changed to 0.2 micron.

(Response) These suggested technical
changes are consistent with statements
in our guidances for industry (e.g., the
Aseptic Processing Guidance)
concerning filters. Therefore, we have
revised § 211.72 to require that if use of
a fiber-releasing filter is necessary, an
additional nonfiber-releasing filter
having a maximum nominal pore size
rating of 0.2 micron be used.

E. Verification by a Second Individual

The current CGMP regulations
include several provisions requiring that
certain activities be performed by one
person and checked as specified by a
second person.

e Section 211.101(c) requires that: (1)
Each container of component dispensed
for use in manufacturing be examined
by a second person to assure that it was
released by the quality control unit, (2)
the weight or measure is correct as
stated in the batch production records,
and (3) the containers are properly
identified.

e Section 211.101(d) requires that
each component be added to the batch
by one person and verified by a second
person.

e Section 211.103 requires that
specified yield calculations be
performed by one person and
independently verified by a second
person.

e Section 211.182 requires the
persons performing and double-
checking the cleaning and maintenance
of major equipment to date and sign or
initial equipment logs indicating that
the work was performed.

e Section 211.188(b)(11) requires that
batch production and control records
include identification of the persons
performing and directly supervising or
checking each significant step in the
operation.

When we amended the CGMP
regulations in 1978, we established
§211.68, which provides that automatic,
mechanical, or electronic equipment or
other types of equipment, including
computers, or related systems that will
perform a function satisfactorily, may be
used in the manufacture, processing,
packing, and holding of a drug product,
subject to the following requirements:

e Equipment is routinely checked
according to a program designed to
assure proper performance,

¢ Changes to records are made only
by authorized personnel,

¢ Input and output are checked for
accuracy, and

e Appropriate backup of data is
maintained.

In the preamble to the 1978 final rule,
we stated that the verification
requirements in § 211.101 for charge-in
of components when automated systems
are used would be met if a person
verified that the automated system was
working properly (43 FR 45014 at
45051, September 29, 1978). Thus, in
this situation, the first individual is
replaced by a machine or other
automated process, and only one person
is necessary to verify that the automated
system is functioning as intended.



Federal Register/Vol. 73, No. 174/Monday, September 8, 2008/Rules and Regulations

51925

Because we have received questions
about the performance and checking
requirements in §§211.101(c) or (d),
211.103, 211.182, or 211.188(b)(11)
when the operations are performed by
automated equipment, such as the
widespread and increasing use of
computer-controlled operations, we
proposed to revise these sections. We
proposed to amend these regulations to
indicate that when automated
equipment is used to perform certain
operations, only one person is needed to
verify that the automated equipment is
functioning adequately.
Correspondingly, proposed § 211.68(c)
stated that automated equipment used
for performance of operations addressed
by §§211.101(c) or (d), 211.103,
211.182, or 211.188(b)(11) can satisfy
the requirements included in those
sections for the performance of an
operation by one person and checking
by another person if such equipment is
used in conformity with §211.68 and
one person verifies that the operations
addressed in those sections are
performed accurately by such
equipment. We stated in the preamble of
the direct final rule that these revisions
would clarify our longstanding policy
that verification by a second individual
may not be necessary when automatic
equipment is used under § 211.68.

1. General Comments on Verification

(Comment 19) One comment stated
that validated, automated systems
equipped with real time alarms that do
not require any human intervention
should not require human verification.
Another comment stated that such
systems should not require human
verification with each use and, when
human verification is needed, the level
of verification required should be
consistent with the level of automation
used. Both of these comments
maintained that requiring operator
verification of automated, validated
equipment under §§ 211.68(c),
211.101(c)(3) and (d), 211.103, and
211.188(b)(11) might hinder the
implementation of process analytical
technology (PAT) in the drug industry.

(Response) In the Federal Register of
February 12, 1991 (56 FR 5671) (the
1991 proposal), we issued a proposed
rule in part to amend §211.68 to add
what is now the third sentence of
§211.68(b): “The degree and frequency
of input/output verification shall be
based on the complexity and reliability
of the computer or related system.” This
revision was adopted as part of the final
rule issued on January 20, 1995 (60 FR
4087) (the 1995 final rule).

In the 1995 final rule, we responded
to several comments on the proposed

revision. Two comments suggested that
the revised regulation did not
accommodate the accepted use of
validated computerized drug production
and control systems. We declined to
change the revision as proposed, stating
our belief that the wording in the
revised rule adequately encompasses
the use of these systems (60 FR 4087 at
4089).

Two comments on the 1991 proposal
questioned the need for human
verification of operations that are
performed by validated computer
systems. The comments listed other
regulations that were not the subject of
the proposed rule that required more
than one person to verify certain
manufacturing operations, apparently to
show that additional personnel would
be needed to comply with proposed
§211.68. We noted in the 1995 final rule
that the revisions to § 211.68 do not
impose any specific personnel
requirements. We also noted that the
agency is aware that computers are
subject to malfunctions, some of which
could possibly result in the loss of
critical information regarding the
manufacturing process or a serious
production error and the possible
distribution of an adulterated product.
Therefore, we stated that while
increasingly sophisticated system
safeguards and computerized
monitoring of essential equipment and
programs help protect data, no
automated system exists that can
completely substitute for human
oversight and supervision. We further
indicated that while the degree of
verification is left to the manufacturer’s
discretion, the exercise of such
discretion under § 211.68 requires the
use of routine accuracy checks to
provide a high degree of assurance that
input to and output from a computer or
related system are reliable and accurate.
We stated our intent that each
manufacturer exercise reasonable
judgment based on a variety of factors,
including, but not limited to, the
complexity of the computer or related
system, in developing a method to
prevent inaccurate data input and
output (60 FR 4087 at 4089).

The December 4, 2007, direct final
rule and companion proposed rule were
intended to amend the regulations
involving second-person checks only to
clarify our longstanding policy that
verification by a second individual may
not be necessary when automatic
equipment is used under § 211.68, and
that in such situations only one person
is needed to verify that the automated
equipment is functioning adequately.
The amendments were not intended to
either add to or detract from any

existing requirements in this regard, but
only to clarify our longstanding
interpretation and policy for these
requirements. We note that the same
basic considerations apply in this regard
today as we expressed in the 1995 final
rule. Although increasingly
sophisticated controls and safeguards
have been implemented for some
automated systems, our policy has been
that some degree of human oversight,
supervision, verification, monitoring, or
checking is still necessary to verify
proper performance as part of assuring
the identity, strength, quality, and
purity of drug products. For suitably
validated automated systems, even with
real time alarms, it is still necessary for
a human to verify that the systems are
operating as planned and to monitor for
abnormalities. We agree that the level,
nature, and frequency of such human
verification will vary depending on the
level of automation used as well as the
nature of the system and controls, and
the manufacturer has the flexibility and
responsibility to determine what is
suitable and necessary. Contrary to the
comments, we believe that
manufacturers can conduct human
verification of automated operations in
conjunction with the use of PAT in drug
production.

For these reasons, we continue to
believe that human verification is
necessary to ensure that automated
systems are functioning properly.

(Comment 20) One comment stated
that many current biotech processes
include component additions and
deletions in a continuous or periodic
manner over long periods of time. The
comment stated that there would be no
added value in requiring a manual
verification of this component
management scheme in a fully
automated scenario.

(Response) For the reasons stated in
our response to comment 19, we believe
that some degree of human oversight,
supervision, verification, monitoring, or
checking is a necessary part of CGMP
for such processes and that there is
added value in having greater assurance
that the automated systems are
operating properly as intended. We do
not expect that each individual
component change must be witnessed in
person, but rather that a suitable system
of human oversight be established and
followed to effectively verify that the
automated processes are indeed
operating correctly in the performance
of these operations.

(Comment 21) One comment
maintained that our statement in the
preamble of the direct final rule that the
verifying individual may be, but is not
required to be, the operator is a
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contradiction of the CGMP regulations,
which require (in § 211.25(a)) that all
individuals have the education,
training, and experience to enable them
to perform their assigned functions. The
comment asked why the agency would
allow an untrained operator to perform
a sole verification of a critical step if an
automated system is used and
recommended that we retract the noted
preamble statement.

(Response) The comment incorrectly
concluded that allowing the verifying
individual to be a person other than the
operator would thereby allow an
untrained individual to perform the
function of verifying a critical step.
Section 211.25(a) requires each person
performing an assigned function to have
the education, training, and experience,
or any combination thereof, to enable
that person to perform the function.
Thus, any person, whether the operator
or not, who performs such a verification
step would necessarily be required to
have the knowledge, training, and
experience needed to perform that
function. Therefore, our preamble
statement does not conflict with the
regulations.

(Comment 22) One comment stated
that the proposed changes regarding
second person verification should be
extended to include §211.188(a), which
requires the preparation of batch
production and control records that
include an accurate reproduction of the
appropriate master production or
control record, checked for accuracy,
dated, and signed. The comment stated
that when there is only one signature
needed, but the system is automated, it
would also follow that no human
signature or signature equivalent would
be necessary, such as in issuance of a
batch record under §211.188(a), when
the record is electronic. The comment
also stated that in this case, it is
impossible to check the pages for a true
and accurate copy. The comment
recommended revising § 211.68(c) to
include § 211.188(a) in the listing of
sections affected and to state that there
could be single performance verification
under §211.188(a).

(Response) We do not agree with the
recommended changes to § 211.188(a),
which would eliminate any human
verification of the records. As
previously stated, we are clarifying in
this rule that the checking of automated
equipment by one person can satisfy the
requirements of those regulations that
address the performance of a step by
one person and the verification of the
step by a second person. Our proposal
regarding verification of operations was
intended to make clear that only one
person is needed to verify that

automated equipment for a processing
step is functioning properly; we did not
propose deleting all human verification
of the step. In addition, we disagree
with the comment’s apparent contention
that no human signature would be
needed for issuance of electronic batch
production and control records. If such
records are generated and issued
electronically as part of an automated
system, a person must verify that the
correct records were issued and that
they are still accurate and complete. We
believe it is clear that §211.188(a)
requires only one check for accuracy,
with date and signature (which could be
electronic), and that it does not require
a separate second check of this step.
Therefore, no changes to §211.188(a)
are necessary or appropriate.

(Comment 23) Three comments
addressed second-person verification in
§211.194. Section 211.194(a) requires
that laboratory records include complete
data derived from all tests necessary to
assure compliance with established
specifications and standards as
specified in that subsection. Section
211.194(a)(7) requires that laboratory
records include the initials or signature
of the person who performs each test
and the date(s) the tests were performed.
Section 211.194(a)(8) requires the
initials or signature of a second person
showing that the original records have
been reviewed for accuracy,
completeness, and compliance with
established standards. Two of the
comments stated that the principle
behind the proposed second-person
verification revisions should be
extended to §211.194 to include
checking laboratory records involving
automated laboratory equipment. The
first comment recommended revising
§211.194 generally. The second
comment specifically recommended
that § 211.194(a)(8) be revised to add
that if laboratory tests have been
performed by automated equipment
under § 211.68, the laboratory record
need only include the identification of
one person conducting the review of the
tests performed by the automated
system. The comment also asked that
§211.194(a)(8) be added to the list of
sections affected in § 211.68(c). The
third comment stated that the failure to
include §211.194(a)(7) and (a)(8) in the
proposed revisions implies that the use
of automated systems to perform or
check testing is not allowed.

(Response) We decline to include
§211.194 among the sections
enumerated in § 211.68(c) concerning
second-person verification of operations
performed by automated equipment. We
acknowledge that automated equipment
may be used to conduct certain

laboratory testing operations. However,
when automated equipment is used to
perform a laboratory test, typically a
person initiates the test and ensures that
the correct equipment is used and that
it operates properly. In this situation,
one person assists in or oversees the
performance of the laboratory test and a
second person reviews the records for
accuracy, completeness, and
compliance with established standards.
Thus, the use of equipment to perform
laboratory tests, though permissible, is
not a situation in which automated
equipment (rather than a person)
performs an operation and a person
verifies that performance, which is the
situation addressed in revised

§ 211.68(c). Therefore, it would not be
appropriate to include a reference to
§211.194 (or to §211.194(a)(8)
specifically) in revised § 211.68(c).

2. Automatic, Mechanical, and
Electronic Equipment (§ 211.68)

(Comment 24) One comment stated
that § 211.68 is no longer in line with
the technological improvements of the
past 30 years and with the increasing
knowledge of computer validation by
industry and regulators. The comment
recommended that § 211.68 be aligned
with 21 CFR 820.70(i), section 5.4 of the
ICH Q7A guidance entitled “Good
Manufacturing Practice Guidance for
Active Pharmaceutical Ingredients,”” and
the Pharmaceutical Inspection
Cooperation Scheme’s Annex 11 on
computerized systems.

(Response) We decline to adopt the
suggested revisions because they exceed
the scope of our proposed revision of
§211.68, which only addressed second-
person verification of operations
performed by automated equipment. We
might consider revising other provisions
of §211.68 as part of a future
rulemaking to update the CGMP
regulations and make them consistent
with international CGMP provisions.

(Comment 25) One comment
recommended that instead of our
proposed changes to § 211.68(c) and
other regulations concerning second-
person verification, we revise
§ 211.68(a), which permits the use of
automatic, mechanical, or electronic
equipment in the manufacture,
processing, packing, and holding of
drug products. The comment stated that
the wording of our proposed changes
only allows for actions to be performed
by automated equipment and checked
by a person, which would prevent the
introduction of automated systems to
check operations performed by a person.
The comment also stated that our
proposed changes would still require
the involvement of at least one person
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in each of these circumstances and
prevent the use of a controlled system
or systems that both perform and
independently verify the relevant
operations. One comment suggested that
rather than our proposed revisions, the
desired clarification concerning
automated equipment and second-
person checks would be better achieved
by adding to § 211.68(a) the following
sentence: ‘“Automated equipment can
satisfy the requirements for the
performance of an operation by one
person and/or checking by another
person.”

(Response) We do not agree with the
recommended change. The proposed
rule simply clarified our longstanding
position that only one human check is
necessary to verify a processing step
performed by automated equipment.
The suggested revision of § 211.68(a),
however, would allow manufacturers to
rely solely on automated equipment to
verify the human performance of certain
processing steps and allow automated
equipment to both perform and check
operational steps, which would
constitute a significant change from the
current regulations. As stated in our
response to comment 19, we believe that
human verification of certain processing
steps, even when those steps are
performed by automated equipment, is
still necessary.

(Comment 26) One comment stated
that although proposed § 211.68(c)
implies that the automated equipment is
doing the work and a person can verify
that the work is done, there are cases in
which a person does the work and
automated equipment might be able to
verify the person’s work. The comment
cited as an example the case in which
an automated system scans the bar
codes of ingredients and equipment to
ensure that the ingredient is correct for
use with the equipment for that step in
the process, but the physical addition of
the ingredient is by the human operator
(followed by the automated system
scanning). The comment recommended,
therefore, that § 211.68(c) be modified to
allow both the automated system and
the person to do either the performance
or the verification tasks for the
operations addressed by §§211.101(c) or
(d), 211.103, 211.182, 211.188(b)(11), or
211.194(a)(8), or a single performance
verification in the case of §211.188(a).

(Response) We acknowledge that it
might be possible to design an
automated system to verify operations
performed by humans, but as stated in
our response to comment 19, we
continue to believe that some human
verification of the processing steps
performed by an automated system is
necessary.

(Comment 27) One comment
suggested revising § 211.68(c) to state
that automated equipment can satisfy
the requirements for verification of
operations addressed by the listed
sections as follows: (1) If such unit
operation is fully automated, no manual
verification is necessary and (2) if there
is an operator for the automated
equipment, the verifying individual may
be, but is not required to be, the
operator. The comment gave several
reasons for this change:

e Automated, validated systems
equipped with real-time alarms that do
not require any human intervention
should not require human verification
because § 211.68(a) adequately
addresses the maintenance and
verification of performance of these
systems.

e The need and type of verification
required should be consistent with the
level of automation used. For example,
operations that are not fully automated
and require operator participation may
serve as verification of the operator’s
activities, while fully manual operations
would require a second human
verification.

e As proposed, § 211.68(c) might
hinder the adoption of PAT (e.g., there
would be no value added by manual
verification when components are
charged in a fully automated manner
according to a validated algorithm).

(Response) As stated in our response
to comment 19, we do not agree with
the contention that no human
verification is necessary when fully
automated systems are used, and we
therefore decline to make these
requested changes to § 211.68(c). We
also do not believe that § 211.68(c) will
hinder the adoption of PAT. As stated
in the preamble to the direct final rule,
we agree that if there is an operator for
the automated equipment, the verifying
individual may be, but is not required
to be, the operator. However, § 211.68(c)
does not require that the verifying
individual be the operator, and we do
not believe that it is necessary that the
provision explicitly state that the
verifying individual need not be the
operator.

(Comment 28) One comment stated
that the proposed revision of
§211.68(c), when applied to
§211.188(b), might be more restrictive
than FDA’s position in Compliance
Policy Guide (CPG) Sec. 425.500,
Computerized Drug Processing;
Identification of “Persons” on Batch
Production and Control Records
(formerly CPG 7132a.08). CPG 425.500
states that when significant steps in the
manufacturing, processing, packing, or
holding of a batch are performed,

supervised, or checked by a
computerized system, an acceptable
means of complying with the
identification requirements in
§211.188(b)(11) would consist of
conformance to certain requirements.
The comment maintained that CPG
425.500 gives companies the flexibility
to automate not only the performance of
critical actions but also the supervision
and checking of these actions if it is
shown that the efficacy of these controls
would be at least equivalent to the level
of efficacy if the verification were done
by a second person. The comment stated
that this flexibility should be extended
to all CGMP sections in which a
verification is requested. The comment
therefore asked that § 211.68(c) be
revised to state that automated
equipment used for performance of
operations addressed by §§211.101(c) or
(d), 211.103, 211.182, or 211.188(b)(11)
can satisfy the requirements included in
those sections for the performance of an
operation by one person and checking
by another person if such equipment is
used in conformity with §211.68 and
one person either performs the
operations addressed in those sections
under the control of the automated
equipment or verifies that these
operations are performed accurately by
such equipment.

(Response) We do not agree with the
comment’s apparent interpretation of
CPG 425.500 that the CPG allows for
elimination of human oversight. The
purpose of the CPG is to explain what
constitutes “identification” of persons
in batch records under § 211.188(b)(11)
when automated systems are used for
various functions. The CPG states that
when an automated system is used to
perform, directly supervise, or check
significant steps in the production of a
drug, the identification requirements in
§211.188(b)(11) are met if there is
documentation that the system contains
adequate checks (and documentation of
the performance of the system itself),
validation of the system’s performance,
and recording of specific checks in
batch records (including initial,
branching, and final steps). These
conditions for applying the
identification requirements to steps
using automated equipment involve the
responsibilities of persons. For example,
a person, rather than automated
equipment, is needed to record these
checks of production steps in batch
records. Therefore, contrary to the
comment’s implication, the CPG does
not state that human oversight is
unnecessary when an automated system
is involved in the performance,
supervision, or checking of production
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steps. All automated systems require
some level (commensurate with the
complexity and risk inherent in the
system) of human oversight or checking
for expected performance at appropriate
intervals. Therefore, we decline to
revise § 211.68(c) as recommended.

(Comment 29) One comment,
although supportive of the proposal to
allow initial activities to be performed
by automated equipment, objected to
requiring that the output of an
automated and adequately validated
activity be checked for accuracy by a
person. The comment maintained that
the act of having validated software and
its related processes itself constitutes an
independent check that operations are
being performed accurately and argued
that this is more reliable than any
contemporaneous check by a person.
The comment therefore asked that
§ 211.68(c) be changed to state that
independent checks may consist of
contemporaneous analysis and
verification by a second person
following completion of the activity; or,
where the automated process has been
validated to a high degree of confidence,
the prior validation can satisfy this
requirement and a second person’s
check may then consist of verifying the
validated status of the equipment and
processes.

(Response) We do not agree with the
suggested change. Although we agree
that it is an important part of process
controls to ensure the validated status of
equipment and processes even before
they are used, we do not believe that
verifying this validated status can
satisfy the requirement for checking the
actual performance of automated
equipment. However, we believe that
the requirement in proposed § 211.68(c)
that one person “‘verifies that the
operations * * * are performed
accurately” by automated equipment
may have led some comments to believe
that we were requiring a more specific
and detailed repetitive type of check
than we intended. When automated
equipment is used for operations
addressed by revised § 211.68(c) in
conformance with §211.68, the person
doing the checking must verify that the
automated equipment is functioning
properly and that the operations are
reliably performed in the intended
manner. As discussed in the response to
comment 19, the nature and frequency
necessary for such verification will vary
depending on the level of automation
used as well as the nature of the system
and controls. We do not expect that it
will normally be necessary, under
§ 211.68(c), for a person to repeat all of
the automatic calculations by hand to
ensure their accuracy. Therefore, we

have revised § 211.68(c) to clarify that
automated equipment can be used to
perform an operation when the
performance is checked by a person
provided that “such equipment is used
in conformity with this section

[§ 211.68] and one person checks that
the equipment properly performed the
operation.”

3. Verification of Weighing, Measuring,
or Subdividing Operations (§211.101(c))

Section 211.101 concerns charge-in of
components. Proposed §211.101(c)
stated, in part, that if the weighing,
measuring, or subdividing operations
for components are performed by
automated equipment under § 211.68,
only one person is needed to ensure that
the requirements in § 211.101(c)(1),
(c)(2), and (c)(3) are met.

(Comment 30) One comment
proposed broadening §211.101(c) to
clarify that the weighing, measuring,
and subdividing operations could be
either performed by automated
equipment or checked by automated
equipment after being performed
manually.

(Response) We decline to make this
suggested change for the reasons
provided in response to comments 19
and 25. Revised §211.101(c) only
permits human checking of weighing,
measuring, and subdividing operations
performed by automated equipment; we
did not propose to allow automated
checking of these operations. We
continue to believe that human
verification of these processing steps is
necessary.

(Comment 31) One comment stated
that with respect to medical gases, there
is no measurement of components to be
dispensed for manufacturing that needs
to be double-checked to ensure that the
right quantity of the right component
was added, because transfers of pure
gases are within product-specific
systems. However, the comment stated,
with respect to gas mixtures, it is
appropriate to have a verification of
hook-ups as different components are
added unless there is subsequent purity
testing for each component.

(Response) We decline to exempt
single gas filling operations from certain
requirements of §211.101(c) as
recommended because such a change
would exceed the scope of our proposed
change to § 211.101(c), which only
addressed human checking of weighing,
measuring, and subdividing operations
performed by automated equipment. We
might consider in a future rulemaking
whether it is appropriate to exempt
medical gases from certain requirements
of §211.101(c).

4. Verification of Components Added to
the Batch (§ 211.101(d))

Proposed §211.101(d) would have
required that each component be either
added to the batch by one person and
verified by a second person or, if the
components are added by automated
equipment under § 211.68, only verified
by one person.

(Comment 32) One comment stated
that eliminating a double check for
adding materials to a batch is
problematic because an error in those
operations would be difficult to detect
and might not be discovered before the
product is distributed, which could
result in patient injury and product
recall. The comment recommended
deleting or modifying the ability to use
a sole verifier for operations involving
addition of materials.

(Response) The comment appears to
suggest that we proposed to eliminate
the requirements concerning
verification that appropriate
components were added to a batch. The
revisions we are adopting do not
eliminate the requirement to verify
performance in § 211.101(d); they
simply codify our longstanding policy
that components may be added either by
a person or by suitable automated
equipment. The addition of components
still must be checked by a person.

(Comment 33) One comment stated
that under the proposed change to
§211.101(d), if a validated system
performs a function, it is acceptable for
one person to verify that action, but if
an automated system prompts an
operator to perform a function, a second
person would be required to confirm the
proper execution of the action. The
comment recommended changing
§211.101(d) to state that each
component must be added to the batch
by one person and verified by a second
person, “‘unless the components are
added by automated equipment under
§211.68, in which case verification can
be performed by one person.”

(Response) We decline to accept the
suggested change because we do not
believe that it constitutes a substantive
difference from the language of
proposed §211.101(d). It is irrelevant
whether use of a particular automated
system for component charge-in
requires an operator to perform a related
function; in either case, verification of
the charge-in operation(s) must be
performed by a person.

(Comment 34) One comment
recommended changing § 211.101(d) to
specify that the weighing, measuring, or
subdividing operations might be
performed by automated equipment or
checked by automated equipment after



Federal Register/Vol. 73, No. 174/Monday, September 8, 2008/Rules and Regulations

51929

being performed manually. The
comment also stated that in many
instances, the verification by a person of
actions performed by automated
equipment can only be done on the
basis of outputs from the equipment. As
an example, the comment stated, when
the introduction of components in a
liquid production line is fully
automated, there is no possibility for the
operator to check that the correct
amount of materials was incorporated
into the batch other than by relying on
information given by the same
automated equipment. The comment
stated that in that case, the verification
would consist of confirming that the
component’s incorporation process was
completed without errors or alarms.

(Response) We decline to make this
suggested change for the reasons stated
in response to comments 19 and 25.
Revised §211.101(d) only permits
human checking of component
additions performed by automated
equipment; we did not propose to allow
automated checking of component
additions performed by humans. In the
example given in the comment, human
verification that components were
properly added to the liquid production
line by the automated equipment would
be needed to ensure that the equipment
performed properly. We continue to
believe that human verification of this
processing step is necessary.

5. Calculation of Yield (§211.103)

We proposed, in § 211.103, to require
that calculations of actual yields and
percentages of theoretical yields be
performed by one person and
independently verified by a second
person or, if the yield is calculated by
automated equipment under § 211.68,
be independently verified by one
person.

(Comment 35) One comment stated
that it is not necessary to have a person
recalculate a yield manually after a
validated system does it automatically.
The comment asked that §211.103 be
revised to limit the human interaction to
data entry and data verification, but not
recalculation of yields if yields are
calculated by a validated, automated
system. A similar comment stated that
§211.103 should be changed to state
that if the yield is calculated by
automated equipment, a person must
verify the data entries, rather than
regenerate the calculations.

(Response) We do not believe that the
recommended changes are needed or
appropriate. Revised § 211.103 does not
require that all yield calculations be
repeated manually. Manual
recalculation might be a suitable
approach to verifying yield calculations,

but § 211.103 also permits the use of
other approaches, including verification
that automated equipment functioned
properly while performing yield
calculations.

(Comment 36) One comment
reiterated the views expressed in its
comments on the CGMP for medical
gases draft guidance. Thus, the
comment requested that the
requirements for yield calculation in
§211.103 not be applied to medical
gases because of the atmospheric-gas-
separation and cylinder-filling processes
associated with medical gases. In further
support of its position, the comment
referred to an FDA publication (Human
Drug CGMP Notes, vol. 5, no. 2, June
1997) in which the agency stated that it
would propose to revise the CGMP
regulations to exempt medical gases
from the requirements for yield
reconciliation.

(Response) We decline to exempt
medical gases from the requirements for
yield calculation in § 211.103 as
recommended because this would
exceed the scope of our proposed
change to § 211.103, which addressed
only human checking of yield
calculations performed by automated
equipment. We might consider in a
future CGMP rulemaking whether it is
appropriate to exempt medical gases
from certain requirements of § 211.103.
In addition, we might consider
providing specific recommendations to
medical gas manufacturers to help them
comply with the requirements for
calculating yields in the course of
finalizing the draft guidance on CGMP
for medical gases.

6. Equipment Cleaning and Use Log
(§211.182)

We proposed, in § 211.182, to require
the persons performing and double-
checking equipment cleaning and
maintenance (or, if the cleaning and
maintenance is performed using
automated equipment under § 211.68,
only the person verifying the cleaning
and maintenance done by the automated
equipment) to date and sign or initial
the log indicating that the work was
performed.

(Comment 37) One comment stated
that eliminating a double check for
cleaning equipment is problematic
because an error in those operations
would be difficult to detect and might
not be discovered before the product is
distributed, which could result in
patient injury and product recall. The
comment recommended deleting or
modifying the ability to use a sole
verifier for operations involving
equipment cleaning.

(Response) The comment appears to
suggest that we proposed to eliminate
the requirements concerning
verification that equipment was
appropriately cleaned and maintained.
The revisions we are adopting do not
eliminate the requirement to verify
performance in § 211.182; they simply
codify our longstanding policy that
equipment may be cleaned and
maintained either by a person or by
suitable automated equipment. Cleaning
and maintenance of equipment must
still be checked by a person.

(Comment 38) One comment stated
that operations addressed by §§211.182
and 211.188(b)(11) are often performed
using semi-automated equipment that
requires an operator to select the correct
menu. The comment stated that major
pieces of equipment such as “Clean in
Place” (CIP) skids and vial washers
often require the operator to select the
appropriate process menu before the
execution of the actual automated cycle
by the equipment’s controller. The
comment asked whether, when operator
input is necessary to select but not
perform an operation, the signature of
the operator selecting the menu is
required in cases when there is a second
signature that verifies the performance
of the cycle. One comment requested
that we verify in § 211.182 or the
preamble of the final rule that a single
verification remains sufficient when
automated but portable cleaning skids
are used.

(Response) We do not believe that
initiation of the automated cleaning
cycle by a human operator constitutes
performance of the cleaning process for
purposes of revised §211.182. The
revised regulation requires that after an
automated cleaning process (such as
CIP) is completed, the human operator
must date and sign or initial the log
verifying that the equipment performed
the automated cleaning process
properly. The regulation does not
require the operator to date and sign or
initial the log simply for the initiation
of the automated cleaning cycle. This
approach applies to both portable
equipment skids and fixed equipment.

(Comment 39) One comment stated
that in many instances, the human
verification of an action performed by
automated equipment can only be done
on the basis of outputs from the
equipment. As an example, the
comment stated, when equipment is
cleaned through CIP, the verification
should consist of confirming that the
system reports the cleaning as
successfully completed without alarms.

(Response) What constitutes adequate
verification that equipment has been
properly cleaned or maintained using
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automated equipment in accordance
with revised § 211.182 depends on the
particular circumstances. The outputs
from the automated equipment will
normally be key factors, but not
necessarily the only ones. The
manufacturer should determine the
reliability of the outputs and
periodically check them. For example, it
might be appropriate to verify that an
alarm is working properly and is
successfully monitoring the equipment’s
critical functions. There might be other
ways of verifying the adequate
performance of cleaning and
maintenance by automated equipment,
such as by monitoring the usage of
cleaning supplies in a cleaning cycle or
conducting an independent check of the
rinse.

(Comment 40) One comment stated
that for most medical gas systems,
routine or periodic cleaning is not
performed because the industry is
characterized by product-specific closed
systems that undergo an appropriate
cleaning process before initial use. The
comment stated that because of the high
number of batches produced on a
weekly/monthly basis in the medical
gas industry, it is more appropriate to
keep cleaning and maintenance records
separate from batch records. The
comment maintained that although
requiring documentation of equipment
cleaning, maintenance, and use in
individual equipment logs may be
appropriate for traditional
pharmaceuticals (where key processing
equipment may be used for multiple
products and lot numbers), applying
this requirement to medical gases would
make retrieval and management of
cleaning and maintenance records much
more difficult. The comment added that
use logs are not appropriate for medical
gases because batch record
documentation provides a consecutive
listing of products manufactured on
each system.

(Response) We decline to exempt
medical gases from certain requirements
of §211.182 as recommended because
this would exceed the scope of our
proposed change to § 211.182, which
addressed human verification of
cleaning steps performed by automated
equipment. We might consider in a
future CGMP rulemaking whether it is
appropriate to exempt medical gases
from certain requirements of § 211.182.

7. Batch Production and Control
Records (§211.188(b)(11))

Section 211.188 concerns batch
production and control records.
Proposed 211.188(b)(11) specified that
when a significant step in the operation
is performed by automated equipment

under § 211.68, the record would need
to identify the person checking the
significant step performed by the
automated equipment.

(Comment 41) One comment stated
that § 211.188(b)(11) should be changed
to state that a significant manufacturing
step could be either performed or
checked by automated equipment. The
comment stated that this approach is
permitted by CPG 425.500.

(Response) We decline to make this
suggested change. As stated in our
response to comment 28, CPG 425.500
does not, as the comment implies, state
that human oversight is unnecessary
when an automated system is involved
in the performance, supervision, or
checking of production steps. To revise
§211.188(b)(11) as recommended by the
comment might be interpreted as
permitting manufacturers to rely solely
on automated equipment to verify the
human performance of certain
production steps. As stated in our
response to comments 19 and 25, we
believe that human verification of
processing steps is still necessary.

F. Miscellaneous Minor Changes Based
on 1996 Proposal

We proposed to make miscellaneous
minor changes to CGMP regulations to
clarify certain manufacturing, quality
control, and documentation
requirements and to align the
regulations with industry practice.

1. Storage of Untested Components,
Drug Product Containers, and Closures

(§211.82(b))

The version of §211.82(b) amended
by this final rule stated: “Components,
drug product containers, and closures
shall be stored under quarantine until
they have been tested or examined, as
appropriate, and released.” We
proposed to replace the phrase “as
appropriate” with the phrase
“whichever is appropriate” to eliminate
any ambiguity in § 211.82(b) and to
emphasize that it is accepted industry
practice to conduct some testing or
examination before components, drug
product containers, or closures are
released from quarantine.

(Comment 42) One comment
requested that medical gas container-
closure assemblies returned from
customers and reused be exempted from
§211.82(b). The comment stated that
assembled cylinder/valve medical gas
combinations are reused and handled
differently than they would be at the
time of initial receipt. The comment
stated that returned assemblies are
individually inspected for all critical
quality issues immediately before
filling; those assemblies that do not

meet the inspection criteria are moved
to a quarantine area. The comment
stated that this practice satisfies the
intention that components, containers,
and closures be inspected to ensure that
unacceptable assemblies are not used in
the manufacturing process.

(Response) Under revised § 211.82(b),
manufacturers of medical gases would
retain the ability to sequester and
inspect returned valve/cylinder
assemblies before refilling in accordance
with the industry practice described by
the comment. The practice described by
the comment is to have the assembled
valve/cylinders placed in a segregated
area (apparently not identified using the
word ‘“quarantine”), examined for
conformance to quality standards, and,
if the criteria are met, immediately
made available for refilling. This
practice would meet the requirement for
a quarantine status if goods in such
areas or under such a status are not
acceptable for use as-is unless and until
they are qualified to be suitable for use.
Therefore, we do not believe that the
practice as described violates revised
§211.82(b), and there is no need to
exempt medical gas manufacturers from
this requirement.

2. Cleaning of Component Container
Samples (§211.84(c)(1))

The version of § 211.84(c)(1) amended
by this final rule stated: “The containers
of components selected [for sampling]
shall be cleaned where necessary, by
appropriate means.”” We proposed to
replace the phrase “where necessary, by
appropriate means” with the phrase
“when necessary in a manner to prevent
introduction of contaminants into the
component.” This change was intended
to clarify that the act of cleaning is done
for a particular purpose—to prevent the
introduction of contaminants—and
must be done unless cleaning is not
necessary to prevent contamination.

(Comment 43) One comment
expressed concern that the proposed
change might be interpreted to require
validation of this prevention of
contamination during sampling. The
comment requested that we confirm that
our intent is to place the contamination
concern into the controls and
procedures for sampling and into the
training of staff who perform these
activities, rather than to require
validation of the absence of
contamination.

(Response) Revised § 211.84(c)(1)
does not require manufacturers to
conduct validation studies to prove that
the method of sampling prevents
contamination. When properly designed
and followed, the cleaning procedures,
training, and facility and equipment
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controls, along with supervisory and
quality unit oversight, should ensure
compliance with § 211.84(c)(1).

3. Editorial Changes (§§ 211.84(d)(3) and
211.160(b)(1))

We proposed minor editorial changes
to two regulations, §§ 211.84(d)(3) and
211.160(b)(1). The version of
§211.84(d)(3) amended by this final rule
stated: ““Containers and closures shall be
tested for conformance with all
appropriate written procedures.” We
proposed to replace the word
“conformance” with “conformity”” and
the word ““procedures” with
“specifications.” The first sentence of
the version of §211.160(b)(1) amended
by this final rule stated: “Determination
of conformance to appropriate written
specifications for the acceptance of each
lot within each shipment of
components, drug product containers,
closures, and labeling used in the
manufacture, processing, packing, or
holding of drug products.” We proposed
to replace the word “conformance” with
“conformity” and the word
“appropriate” with “applicable.” We
stated in the preamble to the direct final
rule that these revisions would provide
clarity without changing the meaning or
intent of these regulations. We received
no comments on these proposed
changes, and we have revised these
provisions as proposed.

IV. Analysis of Impacts

FDA has examined the impacts of this
final rule under Executive Order 12866
and the Regulatory Flexibility Act (5
U.S.C. 601-612), and the Unfunded
Mandates Reform Act of 1995 (Public
Law 104—4). Executive Order 12866
directs agencies to assess all costs and
benefits of available regulatory
alternatives and, when regulation is
necessary, to select regulatory
approaches that maximize net benefits
(including potential economic,
environmental, public health and safety,
and other advantages; distributive
impacts; and equity). The agency
believes that this final rule is not a
significant regulatory action as defined
by the Executive order, because the rule
either clarifies the agency’s
longstanding interpretation of, or
increases latitude for manufacturers in
complying with, existing CGMP
requirements.

The Regulatory Flexibility Act
requires agencies to analyze regulatory
options that would minimize any
significant impact of a rule on small
entities. Because this final rule does not
impose any new regulatory obligations,
the agency believes that the rule will not

have a significant economic impact on
a substantial number of small entities.

Section 202(a) of the Unfunded
Mandates Reform Act of 1995 requires
that agencies prepare a written
statement, which includes an
assessment of anticipated costs and
benefits, before proposing “any rule that
includes any Federal mandate that may
result in the expenditure by State, local,
and tribal governments, in the aggregate,
or by the private sector, of $100,000,000
or more (adjusted annually for inflation)
in any one year.” The current threshold
after adjustment for inflation is $127
million, using the most current (2006)
Implicit Price Deflator for the Gross
Domestic Product. This rule does not
result in any 1-year expenditure that
would meet or exceed this amount.

The purpose of this final rule is to
update the codified language to reflect
current practice and to harmonize
requirements in the CGMP regulations
with requirements in other regulations
and with international CGMP standards.
It does not impose any additional
requirements; therefore, industry will
not incur incremental compliance costs
for these proposed changes.

V. Environmental Impact

FDA concludes that issuing these
clarifying amendments to the CGMP
regulations will not have a significant
impact on the human environment.
Therefore, an environmental impact
statement is not required.

VI. Federalism

FDA has analyzed this final rule in
accordance with the principles set forth
in Executive Order 13132. We have
determined that the rule does not
contain policies that have substantial
direct effects on the States, on the
relationship between the National
Government and the States, or on the
distribution of power and
responsibilities among the various
levels of government. Accordingly, we
have concluded that the rule does not
contain policies that have federalism
implications as defined in the Executive
order and, consequently, a federalism
summary impact statement is not
required.

VIIL Paperwork Reduction Act of 1995

This final rule contains collections of
information that are subject to review by
the Office of Management and Budget
(OMB) under the Paperwork Reduction
Act of 1995 (44 U.S.C. 3501-3520) (the
PRA). The collections of information
(recordkeeping requirements) in part
211 have already been approved by
OMB under control number 0910-0139.
The final rule amends certain sections

of part 211 as well as §210.3 (§210.3
does not contain information collection
requirements). As concluded in section
IV of this document, “Analysis of
Impacts,” the purpose of the final rule
is to update the regulations to reflect
current practice and to harmonize
requirements in the CGMP regulations
with requirements in other regulations
and with international CGMP standards.
The final rule does not impose any
additional requirements. Thus, because
the final rule does not substantively
revise the information collection
requirements in part 211 or add new
information collection requirements,
there is no need to conduct an analysis
under the PRA.

List of Subjects
21 CFR Part 210

Drugs, Packaging and containers.
21 CFR Part 211

Drugs, Labeling, Laboratories,
Packaging and containers, Prescription
drugs, Reporting and recordkeeping
requirements, Warehouses.

m Therefore, under the Federal Food,
Drug, and Cosmetic Act and under
authority delegated to the Commissioner
of Food and Drugs, 21 CFR parts 210
and 211 are amended as follows:

PART 210—CURRENT GOOD
MANUFACTURING PRACTICE IN
MANUFACTURING, PROCESSING,
PACKING, OR HOLDING OF DRUGS;
GENERAL

m 1. The authority citation for 21 CFR
part 210 continues to read as follows:

Authority: 21 U.S.C. 321, 351, 352, 355,
360b, 371, 374; 42 U.S.C. 216, 262, 263a, 264.
m 2. Section 210.3 is amended by
revising paragraph (b)(6) to read as
follows:

§210.3 Definitions.

(b) L

(6) Nonfiber releasing filter means any
filter, which after appropriate
pretreatment such as washing or
flushing, will not release fibers into the
component or drug product that is being
filtered.

* * * * *

PART 211—CURRENT GOOD
MANUFACTURING PRACTICE FOR
FINISHED PHARMACEUTICALS

m 3. The authority citation for 21 CFR

part 211 continues to read as follows:
Authority: 21 U.S.C. 321, 351, 352, 355,

360b, 371, 374; 42 U.S.C. 216, 262, 263a, 264.

m 4. Section 211.67 is amended by
revising paragraph (a) to read as follows:
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§211.67 Equipment cleaning and
maintenance.

(a) Equipment and utensils shall be
cleaned, maintained, and, as
appropriate for the nature of the drug,
sanitized and/or sterilized at
appropriate intervals to prevent
malfunctions or contamination that
would alter the safety, identity, strength,
quality, or purity of the drug product

beyond the official or other established
requirements.
* * * * *

m 5. Section 211.68 is amended by
adding paragraph (c) to read as follows:

§211.68 Automatic, mechanical, and
electronic equipment.
* * * * *

(c) Such automated equipment used
for performance of operations addressed
by §§211.101(c) or (d), 211.103,
211.182, or 211.188(b)(11) can satisfy
the requirements included in those
sections relating to the performance of
an operation by one person and
checking by another person if such
equipment is used in conformity with
this section, and one person checks that
the equipment properly performed the
operation.

m 6. Section 211.72 is revised to read as
follows:

§211.72 Filters.

Filters for liquid filtration used in the
manufacture, processing, or packing of
injectable drug products intended for
human use shall not release fibers into
such products. Fiber-releasing filters
may be used when it is not possible to
manufacture such products without the
use of these filters. If use of a fiber-
releasing filter is necessary, an
additional nonfiber-releasing filter
having a maximum nominal pore size
rating of 0.2 micron (0.45 micron if the
manufacturing conditions so dictate)
shall subsequently be used to reduce the
content of particles in the injectable
drug product. The use of an asbestos-
containing filter is prohibited.

m 7. Section 211.82 is amended by
revising paragraph (b) to read as follows:

§211.82 Receipt and storage of untested
components, drug product containers, and
closures.

* * * * *

(b) Components, drug product
containers, and closures shall be stored
under quarantine until they have been
tested or examined, whichever is
appropriate, and released. Storage
within the area shall conform to the
requirements of § 211.80.

m 8. Section 211.84 is amended by
revising paragraphs (c)(1), (d)(3), and
(d)(6) to read as follows:

§211.84 Testing and approval or rejection
of components, drug product containers,
and closures.

* * * * *

(C] * % %

(1) The containers of components
selected shall be cleaned when
necessary in a manner to prevent
introduction of contaminants into the

component.
* * * * *

(d) E

(3) Containers and closures shall be
tested for conformity with all
appropriate written specifications. In
lieu of such testing by the manufacturer,
a certificate of testing may be accepted
from the supplier, provided that at least
a visual identification is conducted on
such containers/closures by the
manufacturer and provided that the
manufacturer establishes the reliability
of the supplier’s test results through
appropriate validation of the supplier’s

test results at appropriate intervals.
* * * * *

(6) Each lot of a component, drug
product container, or closure with
potential for microbiological
contamination that is objectionable in
view of its intended use shall be
subjected to microbiological tests before
use.

* * * * *

m 9. Section 211.94 is amended by
revising paragraph (c) as follows:

§211.94 Drug product containers and
closures.
* * * * *

(c) Drug product containers and
closures shall be clean and, where
indicated by the nature of the drug,
sterilized and processed to remove
pyrogenic properties to assure that they
are suitable for their intended use. Such
depyrogenation processes shall be
validated.

* * * * *

m 10. Section 211.101 is amended by
revising paragraphs (c) and (d) to read
as follows:

§211.101 Charge-in of components.

* * * * *

(c) Weighing, measuring, or
subdividing operations for components
shall be adequately supervised. Each
container of component dispensed to
manufacturing shall be examined by a
second person to assure that:

(1) The component was released by
the quality control unit;

(2) The weight or measure is correct
as stated in the batch production
records;

(3) The containers are properly
identified. If the weighing, measuring,

or subdividing operations are performed
by automated equipment under
§211.68, only one person is needed to
assure paragraphs (c)(1), (c)(2), and
(c)(3) of this section.

(d) Each component shall either be
added to the batch by one person and
verified by a second person or, if the
components are added by automated
equipment under § 211.68, only verified
by one person.

m 11. Section 211.103 is revised to read
as follows:

§211.103 Calculation of yield.

Actual yields and percentages of
theoretical yield shall be determined at
the conclusion of each appropriate
phase of manufacturing, processing,
packaging, or holding of the drug
product. Such calculations shall either
be performed by one person and
independently verified by a second
person, or, if the yield is calculated by
automated equipment under § 211.68,
be independently verified by one
person.

m 12. Section 211.110 is amended by
revising paragraph (a) introductory text
and by adding paragraph (a)(6) to read
as follows:

§211.110 Sampling and testing of in-
process materials and drug products.

(a) To assure batch uniformity and
integrity of drug products, written
procedures shall be established and
followed that describe the in-process
controls, and tests, or examinations to
be conducted on appropriate samples of
in-process materials of each batch. Such
control procedures shall be established
to monitor the output and to validate
the performance of those manufacturing
processes that may be responsible for
causing variability in the characteristics
of in-process material and the drug
product. Such control procedures shall
include, but are not limited to, the
following, where appropriate:

* * * * *

(6) Bioburden testing.

* * * * *

m 13. Section 211.113 is amended by
revising paragraph (b) to read as follows:

§211.113 Control of microbiological
contamination.
* * * * *

(b) Appropriate written procedures,
designed to prevent microbiological
contamination of drug products
purporting to be sterile, shall be
established and followed. Such
procedures shall include validation of
all aseptic and sterilization processes.
m 14. Section 211.160 is amended by
revising paragraph (b)(1) to read as
follows:
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§211.160 General requirements.
* * * * *

(b) L

(1) Determination of conformity to
applicable written specifications for the
acceptance of each lot within each
shipment of components, drug product
containers, closures, and labeling used
in the manufacture, processing, packing,
or holding of drug products. The
specifications shall include a
description of the sampling and testing
procedures used. Samples shall be
representative and adequately
identified. Such procedures shall also
require appropriate retesting of any
component, drug product container, or

closure that is subject to deterioration.
* * * * *

m 15. Section 211.182 is revised to read
as follows:

§211.182 Equipment cleaning and use log.

A written record of major equipment
cleaning, maintenance (except routine
maintenance such as lubrication and
adjustments), and use shall be included
in individual equipment logs that show
the date, time, product, and lot number
of each batch processed. If equipment is
dedicated to manufacture of one
product, then individual equipment logs
are not required, provided that lots or
batches of such product follow in
numerical order and are manufactured
in numerical sequence. In cases where
dedicated equipment is employed, the
records of cleaning, maintenance, and
use shall be part of the batch record.
The persons performing and double-
checking the cleaning and maintenance
(or, if the cleaning and maintenance is
performed using automated equipment
under § 211.68, just the person verifying
the cleaning and maintenance done by
the automated equipment) shall date
and sign or initial the log indicating that
the work was performed. Entries in the
log shall be in chronological order.

m 16. Section 211.188 is amended by
revising paragraph (b)(11) to read as
follows:

§211.188 Batch production and control
records.
* * * * *

(b) L

(11) Identification of the persons
performing and directly supervising or
checking each significant step in the
operation, or if a significant step in the
operation is performed by automated
equipment under § 211.68, the
identification of the person checking the
significant step performed by the

automated equipment.
* * * * *

Dated: August 22, 2008.
Jeffrey Shuren,

Associate Commissioner for Policy and
Planning.

[FR Doc. E8—20709 Filed 9-5-08; 8:45 am]
BILLING CODE 4160-01-S

DEPARTMENT OF THE TREASURY

Office of Foreign Assets Control

31 CFR Part 501

Economic Sanctions Enforcement
Guidelines

AGENCY: Office of Foreign Assets
Control, Treasury.

ACTION: Interim final rule with request
for comments.

SUMMARY: The Office of Foreign Assets
Control (OFAC) of the U.S. Department
of the Treasury is issuing this interim
final rule, “Economic Sanctions
Enforcement Guidelines,” as
enforcement guidance for persons
subject to the requirements of U.S.
sanctions statutes, Executive orders and
regulations. This interim final rule
supersedes the Economic Sanctions
Enforcement Guidelines set forth in
OFAC’s proposed rule of January 29,
20031 (with the exception of the
proposed Appendix to the Cuban Assets
Control Regulations, 31 CFR Part 515,
set forth therein) and the Economic
Sanctions Enforcement Procedures for
Banking Institutions set forth in OFAC’s
interim final rule of January 12, 2006.2
These Enforcement Guidelines are
published as an appendix to the
Reporting, Procedures and Penalties
Regulations, 31 CFR Part 501.

DATES: The interim final rule is effective
September 8, 2008. Written comments
may be submitted on or before
November 7, 2008.

ADDRESSES: You may submit comments
by any of the following methods:
Federal eRulemaking Portal: http://
www.regulations.gov.

Follow the instructions for submitting
comments.

Fax: Attn: Request for Comments
(Enforcement Guidelines) (202) 622—
1657.

Mail: Attn: Request for Comments
(Enforcement Guidelines), Office of
Foreign Assets Control, Department of
the Treasury, 1500 Pennsylvania
Avenue, NW., Washington, DC 20220.

Instructions: All submissions received
must include the agency name and the
Federal Register Doc. number that

168 FR 4422—-4429 (January 29, 2003).
271 FR 1971-1976 (January 12, 2006).

appears at the end of this document.
Comments received will be made
available to the public via
regulations.gov or upon request, without
change and including any personal
information provided.

FOR FURTHER INFORMATION CONTACT:
Elton Ellison, Assistant Director, Civil
Penalties, (202) 622—6140 (not a toll-free
call).

SUPPLEMENTARY INFORMATION:
Electronic Availability

This document and additional
information concerning OFAC are
available from OFAC’s Web site
(http://www.treas.gov/ofac) or via
facsimile through a 24-hour fax-on-
demand service, tel.: (202) 622—0077.

Procedural Requirements

Because this interim final rule
imposes no obligations on any person,
but only explains OFAC’s enforcement
policy and procedures based on existing
substantive rules, prior notice and
public comment are not required
pursuant to 5 U.S.C. 553(b)(A). Because
no notice of proposed rulemaking is
required, the provisions of the
Regulatory Flexibility Act (5 U.S.C.
chapter 6) do not apply. This interim
final rule is not a significant regulatory
action for purposes of Executive Order
12866.

Although a prior notice of proposed
rulemaking is not required, as discussed
in more detail below, OFAC is soliciting
comments on this interim final rule in
order to consider how it might make
improvements to these Guidelines.
Comments must be submitted in
writing. The addresses and deadline for
submitting comments appear near the
beginning of this notice. OFAC will not
accept comments accompanied by a
request that all or part of the submission
be treated confidentially because of its
business proprietary nature or for any
other reason. All comments received by
the deadline will be a matter of public
record and will be made available to the
public via regulations.gov.

The collections of information related
to the Reporting, Procedures and
Penalties Regulations have been
previously approved by the Office of
Management and Budget (OMB) under
control number 1505-0164. A small
adjustment to that collection has been
submitted to OMB in order to take into
account the voluntary self-disclosure
process set forth in these Guidelines. An
agency may not conduct or sponsor, and
a person is not required to respond to,

a collection of information unless it
displays a valid control number
assigned by OMB. This collection of
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information is described in subpart F of
Part I, subpart G of part III and subpart
B of part V of these Guidelines, which
will constitute the new Appendix to
part 501. The referenced subparts
explain that the voluntary self-
disclosure of an apparent violation to
OFAC will be considered in
determining the appropriate agency
response to the apparent violation and,
in cases where a civil monetary penalty
is deemed appropriate, the base penalty
amount and the proposed penalty
amount. As set forth in subpart B of part
V of the Guidelines, an apparent
violation involving a voluntary self-
disclosure will result in a base penalty
amount at least 50 percent less than the
base penalty amount in similar cases
that do not involve a voluntary self-
disclosure. This provides an incentive
for persons who have or may have
violated economic sanctions laws to
come forward and provide OFAC
information that it can use to better
enforce its economic sanctions
programs. The submitters who will
likely seek to avail themselves of the
benefits of voluntary self-disclosure are
financial institutions, businesses, other
entities, and individuals who find that
they have or may have violated a
sanctions prohibition and wish to
disclose their actual or potential
violation.

The estimated total annual reporting
and/or recordkeeping burden: 1,250
hours. The estimated annual burden per
respondent/record keeper: 10 hours.
Estimated number of respondents and/
or record keepers: 125. Estimated
annual frequency of responses: Once or
less, given that OFAC expects that
persons who voluntarily self disclose
their violations will take better care to
avoid future violations. Comments are
invited on: (a) Whether this collection of
information is necessary for the proper
performance of the functions of the
agency, including whether the
information has practical utility; (b) the
accuracy of the agency’s estimate of the
burden of the collection of information;
(c) ways to enhance the quality, utility,
and clarity of the information to be
collected; (d) ways to minimize the
burden of the collection of information
on respondents, including through the
use of automated collection techniques
or other forms of information
technology; and (e) estimates of capital
or start-up costs and costs of operation,
maintenance, and purchase of services
to provide information. Comments
concerning the above information, the
accuracy of the estimated average
annual burden, and suggestions for
reducing this burden should be directed

to OMB, Paperwork Reduction Project,
control number 1505-0164,
Washington, DC 20503, with a copy to
the Office of Foreign Assets Control,
Department of the Treasury, 1500
Pennsylvania Ave., NW., Washington,
DC 20220. Any such comments should
be submitted no later than November 7,
2008. Comments on aspects of this rule
other than those involving collections of
information subject to the Paperwork
Reduction Act should not be sent to
OMB.

Background

The primary mission of OFAC is to
administer and enforce economic
sanctions against targeted foreign
countries and regimes, terrorists and
terrorist organizations, weapons of mass
destruction proliferators, narcotic
traffickers, and others in furtherance of
U.S. national security, foreign policy,
and economic objectives. OFAC acts
under Presidential national emergency
powers, as well as specific legislation, to
prohibit transactions and block (or
“freeze”’) assets subject to U.S.
jurisdiction. Economic sanctions are
designed to deprive the target of the use
of its assets and deny the target access
to the U.S. financial system and the
benefits of trade, transactions, and
services involving U.S. markets,
businesses, and individuals. These same
authorities have also been used to
protect assets subject to U.S. jurisdiction
of countries subject to foreign
occupation and to further important
U.S. nonproliferation goals.

OFAC administers and enforces
economic sanctions programs pursuant
to Presidential and statutory authorities.
OFAC is responsible for civil
investigation and enforcement of
economic sanctions violations
committed by Subject Persons, as
defined in the Guidelines. Where
appropriate, OFAC may coordinate its
investigative and enforcement activities
with federal, state, local and/or foreign
regulators and/or law enforcement
agencies. Active enforcement of these
programs is a crucial element in
preserving and advancing the national
security, foreign policy and economic
objectives that underlie these initiatives.
Penalties, both civil and criminal, serve
as a deterrent to conduct that
undermines or prevents these sanctions
programs from achieving their various
goals.

On January 29, 2003, OFAC
published, as a proposed rule, generally
applicable Economic Sanctions
Enforcement Guidelines, as well as a
proposed Appendix to the Cuban Assets
Control Regulations (CACR) providing a
schedule of proposed civil monetary

penalties for certain violations of the
CACR (Cuba Penalty Schedule). Though
this proposed rule was not finalized,
OFAC has used the generally applicable
guidelines set forth therein as a general
framework for its enforcement actions
and the Cuban Penalty Schedule as a
framework for the imposition of civil
monetary penalties for the violations of
the CACR described therein. On January
12, 2006, OFAC published, as an
interim final rule, Economic Sanctions
Enforcement Procedures for Banking
Institutions which withdrew the January
29, 2003 proposed rule to the extent that
it applied to banking institutions, as
defined in the interim final rule.

On October 16, 2007, the President
signed into law the International
Emergency Economic Powers
Enhancement Act (Enhancement Act),3
substantially increasing the maximum
penalties for violations of the
International Emergency Economic
Powers Act (IEEPA),4 a principal
statutory authority for most OFAC
sanctions programs. The increased
maximum penalty amounts set forth in
the Enhancement Act, as well as its
application to pending or commenced
cases involving apparent violations of
IEEPA, prompted the development of
these new Guidelines for determining
an appropriate enforcement response to
apparent violations of sanctions
programs enforced by OFAC (as defined
in the Guidelines), and, in cases
involving civil monetary penalties, for
determining the amount of any civil
monetary penalty. The Guidelines set
forth in this interim final rule supersede
the enforcement procedures for banking
institutions set forth in the interim final
rule of January 12, 2006, which is
hereby withdrawn, as well as the
proposed guidelines set forth in the
proposed rule of January 29, 2003,
which is also hereby withdrawn, with
the exception of the Cuba Penalty
Schedule. (Those withdrawn
enforcement procedures and guidelines
continue to apply to the categories of
cases set forth in OFAC’s November 27,
2007 Civil Penalties—Interim Policy.)
The Guidelines set forth herein are
applicable to all persons subject to any
of the sanctions programs administered
by OFAC. As discussed in greater detail
below, OFAC requests comments on this
interim final rule. The Guidelines set
forth in this interim final rule are not
applicable to penalty or enforcement
actions by other agencies based on the
same underlying course of conduct, the

3Pub. Law 110-96, 121 Stat. 1011 (October 16,
2007).

4Pub. Law 95-223, 91 Stat. 1626 (December 28,
1977).
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disposition of goods seized by Customs
and Border Protection, or the release of
blocked property by OFAC.

The Guidelines set forth in this
interim final rule are applicable to all
enforcement matters currently pending
before OFAC or that will come before
OFAC in the future, whether such
matters fall under IEEPA or any of the
other statutes pursuant to which OFAC
is authorized to enforce sanctions
(including, but not limited to, the
Trading With the Enemy Act), with the
exception of (i) those categories of cases
set forth in OFAC’s November 27, 2007
Civil Penalties—Interim Policy and (ii)
those matters addressed in the Cuba
Penalty Schedule or the Service
Provider Program Circular periodically
issued by OFAC pursuant to the CACR.
The Guidelines reflect the factors that
OFAC will consider in determining the
appropriate enforcement response to an
apparent violation of an OFAC
sanctions program, and those factors are
consistent across programs. The civil
penalty provisions of the Guidelines
take into account the maximum
penalties available under the various
statutes pursuant to which OFAC is
authorized to enforce its sanctions
programs.

The Guidelines reflect several changes
from the 2003 proposed rule and the
2006 interim final rule. First, rather than
identifying “‘aggravating”” and
“mitigating” factors, the Guidelines set
forth General Factors that OFAC will
consider in determining an appropriate
enforcement response to an apparent
violation and, if a civil monetary
penalty is warranted, in establishing the
amount of that penalty. The General
Factors reflect the considerations that
OFAC believes are most critical to a
determination of appropriate agency
action. The move away from
“‘aggravating” and “‘mitigating” factors
was motivated in part by the realization
that in many cases, a particular factor
could be considered either aggravating
or mitigating (e.g., remedial action was
considered a mitigating factor in the
2003 proposed rule, while the absence
of remedial action was considered an
aggravating factor). Rather than list such
factors as both aggravating and
mitigating factors, OFAC believes it is
better practice to identify the General
Factors it will consider as part of a
holistic consideration of the facts and
circumstances of a particular case.

Second, the Guidelines provide for
the issuance of either cautionary letters
or findings of violation under certain
circumstances, rather than the
cautionary letters and warning letters
provided for in the 2003 proposed rule
and the evaluative letters provided for

in the 2006 interim final rule.
Cautionary letters reflect OFAC’s
enforcement response to an apparent
violation when OFAC determines either
that there is insufficient evidence to
conclude that a violation has occurred
or that a finding of violation is not
warranted under the circumstances. A
cautionary letter does not constitute a
final agency determination that a
violation has or has not occurred, but
serves to place the Subject Person on
notice that any such similar conduct in
the future may result in a finding of
violation or the imposition of a civil
monetary penalty. Findings of violation
are reserved for cases in which OFAC
determines that a violation has occurred
and considers it important to document
the occurrence of a violation, but
nevertheless concludes that the
imposition of a civil monetary penalty
is not the most appropriate enforcement
response. Because a finding of violation
constitutes a final agency determination
that a violation has occurred, OFAC will
afford the Subject Person an opportunity
to respond to OFAC’s determination.
OFAC will give careful consideration to
the appropriateness of issuing a
cautionary letter or finding of violation
in lieu of the imposition of a civil
monetary penalty.

Third, in recognition of OFAC’s
position that the enhanced maximum
civil penalties authorized by the
Enhancement Act should be reserved for
the most serious cases, the Guidelines
distinguish between egregious and non-
egregious civil monetary penalty cases.
Egregious cases are defined as those
representing the most serious sanctions
violations, based on an analysis of all
applicable General Factors, with
substantial weight given to
considerations of willfulness or
recklessness, awareness of the conduct
giving rise to an apparent violation,
harm to sanctions program objectives,
and the individual characteristics of the
Subject Person. As described below, the
Guidelines generally provide for
significantly higher civil penalties for
egregious cases. OFAC anticipates that
the majority of enforcement cases will
fall in the non-egregious category.

Fourth, in those cases in which the
imposition of a civil monetary penalty
is deemed appropriate, the Guidelines
provide a new process for determining
the penalty amount. This process
involves first determining a base penalty
amount. This base penalty amount is
based on two primary considerations: (i)
Whether the conduct, activity, or
transaction giving rise to a violation is
egregious or non-egregious and (ii)
whether the case involves a voluntary
self-disclosure by the Subject Person. As

discussed above, egregious cases are
generally subject to significantly higher
penalties, a result reflected in the base
penalty amount for such cases. In
keeping with the previous enforcement
guidelines and in recognition of the
importance of voluntary self-disclosures
to OFAC, the existence (or lack) of a
voluntary self-disclosure is a major
factor in establishing the penalty
amount. The base penalty amount for a
case involving a voluntary self-
disclosure reflects a 50 percent or more
reduction from the base penalty amount
that would otherwise be applicable. As
set forth in greater detail in the
Guidelines themselves, once a base
penalty amount is calculated based on
the transaction value and egregiousness/
voluntary self-disclosure factors, the
amount may be adjusted upward or
downward based on the other General
Factors set forth in the Guidelines. The
resulting amount reflects OFAC’s
proposed civil monetary penalty.

Pre-penalty notices issued pursuant to
these Guidelines will set forth the actual
civil monetary penalty that OFAC
proposes to impose. Thus, the pre-
penalty notice will provide a Subject
Person with notice of the actual penalty
that the agency deems appropriate
under the circumstances, rather than
merely identifying the maximum
possible penalty. Subject Persons will
be afforded an opportunity to respond to
a pre-penalty notice with arguments
and/or evidence respecting the amount
of the proposed penalty, which OFAC
will consider prior to issuing a final
penalty notice. By adopting this
approach, OFAC intends to bring greater
transparency to the civil penalty process
and to provide more useful notice to
Subject Persons that may be subject to
a civil monetary penalty.

The Guidelines also address the
process for settling allegations of
violations.

Although this interim final rule is
effective immediately, OFAC is
soliciting comments for a 60-day period
with a view to improving the
Guidelines. Comments are requested on
all aspects of the Guidelines, but are
particularly sought with respect to the
following:

o Are the General Factors Affecting
Administrative Action the appropriate
factors the agency should consider in
determining the type of enforcement
response to an apparent violation, and,
if a civil monetary penalty is warranted,
the amount of that penalty? Are there
other factors that should be identified in
the Guidelines? Are there factors that
should be eliminated? Are there factors
that should be defined with greater
specificity?
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e Is the definition of an egregious
case appropriate?

e Are the proposed base penalty
amounts appropriate for the types of
cases to which they are applicable?

¢ Does the new penalty process,
whereby the pre-penalty notice sets
forth the penalty that OFAC proposes to
impose, constitute an improvement on
current practice? Can the process be
improved in other ways?

List of Subjects in 31 CFR Part 501

Administrative practice and
procedure, Banks, Banking, Insurance,
Money service business, Penalties,
Reporting and recordkeeping
requirements, Securities.

m For the reasons set forth in the
preamble, 31 CFR Part 501 is amended
as follows:

PART 501—REPORTING,
PROCEDURES AND PENALTIES
REGULATIONS

m 1. The authority citation for Part 501
is revised to read as follows:

Authority: 8 U.S.C. 1189; 18 U.S.C. 2332d,
2339B; 19 U.S.C. 3901-3913; 21 U.S.C. 1901—
1908; 22 U.S.C. 287c; 22 U.S.C. 2370(a),
6009, 6032, 7205; 28 U.S.C. 2461 note; 31
U.S.C. 321(b); 50 U.S.C. 1701-1706; 50 U.S.C.
App. 1-44.

m 2. Part 501 is amended by revising
Appendix A to Part 501 to read as
follows:

Appendix A to Part 501—Economic
Sanctions Enforcement Guidelines

Note: This appendix provides a general
framework for the enforcement of all
economic sanctions programs administered
by the Office of Foreign Assets Control
(OFAC), with the exception of those
violations set forth in the proposed Appendix
to the Cuban Assets Control Regulations
(CACR), 31 CFR Part 515 (see 68 FR 4422,
4429 (January 29, 2003)) or in the Service
Provider Program Circular periodically
issued by OFAC pursuant to the CACR.

1. Definitions

A. Apparent violation means conduct that
constitutes an actual or possible violation of
U.S. economic sanctions laws, including the
International Emergency Economic Powers
Act (IEEPA), the Trading With the Enemy Act
(TWEA), the Foreign Narcotics Kingpin
Designation Act, and other statutes
administered or enforced by OFAC, as well
as Executive orders, regulations, orders,
directives, or licenses issued pursuant
thereto.

B. Applicable schedule amount means:

i. $1,000 with respect to a transaction
valued at less than $1,000;

ii. $10,000 with respect to a transaction
valued at $1,000 or more but less than
$10,000;

iii. $25,000 with respect to a transaction
valued at $10,000 or more but less than
$25,000;

iv. $50,000 with respect to a transaction
valued at $25,000 or more but less than
$50,000;

v. $100,000 with respect to a transaction
valued at $50,000 or more but less than
$100,000;

vi. $170,000 with respect to a transaction
valued at $100,000 or more but less than
$170,000;

vii. $250,000 with respect to a transaction
valued at $170,000 or more, except that
where the applicable schedule amount as
defined above exceeds the statutory
maximum civil penalty amount applicable to
an apparent violation, the applicable
schedule amount shall equal such statutory
maximum civil penalty amount.

C. OFAC means the Department of the
Treasury’s Office of Foreign Assets Control.

D. Penalty is the final civil penalty amount
imposed in a Penalty Notice.

E. Proposed penalty is the civil penalty
amount set forth in a Pre-Penalty Notice.

F. Regulator means any federal, state, local
or foreign official or agency that has authority
to license or examine an entity for
compliance with federal, state, or foreign
law.

G. Subject Person means an individual or
entity subject to any of the sanctions
programs administered or enforced by OFAC.

H. Transaction value means the dollar
value of a subject transaction. In export and
import cases, the transaction value generally
will be the domestic value in the United
States of the goods, technology, or services
sought to be exported or imported into the
United States, as demonstrated by
commercial invoices, bills of lading, signed
Customs declarations, or similar documents.
In cases involving seizures by U.S. Customs
and Border Protection (CBP), the transaction
value generally will be the domestic value as
determined by CBP. If the apparent violation
at issue is a prohibited dealing in blocked
property by a Subject Person, the transaction
value generally will be the dollar value of the
underlying transaction involved, such as the
value of the property dealt in or the amount
of the funds transfer that a financial
institution failed to block or reject. Where the
transaction value is not otherwise
ascertainable, OFAC may consider the market
value of the goods or services that were the
subject of the transaction, the economic
benefit conferred on the sanctioned party,
and/or the economic benefit derived by the
Subject Person from the transaction in
determining transaction value. For purposes
of these Guidelines, “transaction value” will
not necessarily have the same meaning, nor
be applied in the same manner, as that term
is used for import valuation purposes at 19
CFR 152.103.

I. Voluntary self-disclosure means self-
initiated notification to OFAC of an apparent
violation by a Subject Person that has
committed, or otherwise participated in, an
apparent violation of a statute, Executive
order, or regulation administered or enforced
by OFAGC, prior to the time that OFAC, or any
other federal, state or local government
agency or official, discovers the apparent

violation or another substantially similar
apparent violation. For these purposes,
“substantially similar apparent violation”
means an apparent violation that is part of a
series of similar apparent violations or is
related to the same pattern or practice of
conduct. Notification to OFAC of an apparent
violation is not a voluntary self-disclosure if:
a third party is required to notify OFAC of
the apparent violation or a substantially
similar apparent violation because a
transaction was blocked or rejected by that
third party (regardless of whether or when
OFAC actually receives such notice from the
third party and regardless of whether the
Subject Person was aware of the third party’s
disclosure); the disclosure includes false or
misleading information; the disclosure (when
considered along with supplemental
information provided by the Subject Person)
is materially incomplete; the disclosure is not
self-initiated (including when the disclosure
results from a suggestion or order of a federal
or state agency or official); or, when the
Subject Person is an entity, the disclosure is
made by an individual in a Subject Person
entity without the authorization of the
entity’s senior management. Responding to
an administrative subpoena or other inquiry
from, or filing a license application with,
OFAC is not a voluntary self-disclosure. In
addition to notification, a voluntary self-
disclosure must include, or be followed
within a reasonable period of time by, a
report of sufficient detail to afford a complete
understanding of an apparent violation’s
circumstances, and should also be followed
by responsiveness to any follow-up inquiries
by OFAC. (As discussed further below, a
Subject Person’s level of cooperation with
OFAC is an important factor in determining
the appropriate enforcement response to an
apparent violation even in the absence of a
voluntary self-disclosure as defined herein;
disclosure by a Subject Person generally will
result in mitigation insofar as it represents
cooperation with OFAC’s investigation.)

II. Types of Responses to Apparent
Violations

Depending on the facts and circumstances
of a particular case, an OFAC investigation
may lead to one or more of the following
actions:

A. No Action. If OFAC determines that
there is insufficient evidence to conclude
that a violation has occurred and/or, based
on an analysis of the General Factors
outlined in Section III of these Guidelines,
concludes that the conduct or activity does
not rise to a level warranting an
administrative response, then no action will
be taken. In those cases in which OFAC is
aware that the Subject Person has knowledge
of OFAC’s investigation, OFAC generally will
issue a letter to the Subject Person indicating
that the investigation is being closed with no
administrative action being taken. A no-
action determination represents a final
determination as to the apparent violation,
unless OFAC later learns of additional
related violations or other relevant facts.

B. Request Additional Information. If
OFAC determines that additional information
regarding the apparent violation is needed, it
may request further information from the
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Subject Person or third parties, including
through an administrative subpoena issued
pursuant to 31 CFR § 501.602. In the case of
an institution subject to regulation where
OFAC has entered into a Memorandum of
Understanding (MOU) with the Subject
Person’s regulator, OFAC will follow the
procedures set forth in such MOU regarding
consultation with the regulator. Even in the
absence of an MOU, OFAC may seek relevant
information about a regulated institution
and/or the conduct or activity constituting
the apparent violation from the institution’s
federal, state, or foreign regulator. Upon
receipt of information determined to be
sufficient to assess the apparent violation,
OFAC will decide, based on an analysis of
the General Factors outlined in Section III of
these Guidelines, whether to pursue further
enforcement action or whether some other
response to the apparent violation is
appropriate.

C. Cautionary Letter: If OFAC determines
that there is insufficient evidence to
conclude that a violation has occurred or that
a finding of violation is not warranted under
the circumstances, but believes that the
underlying conduct could lead to a violation
in other circumstances and/or that a Subject
Person does not appear to be exercising due
diligence in assuring compliance with the
statutes, Executive orders, and regulations
that OFAG enforces, OFAC may issue a
cautionary letter that conveys its concerns
about the underlying conduct and/or the
Subject Person’s OFAC compliance policies,
practices and/or procedures. A cautionary
letter represents a final enforcement response
to the apparent violation, unless OFAC later
learns of additional related violations or
other relevant facts, but does not constitute
a final agency determination as to whether a
violation has occurred.

D. Finding of Violation: If OFAC
determines that a violation has occurred and
considers it important to document the
occurrence of a violation and, based on an
analysis of the General Factors outlined in
Section III of these Guidelines, concludes
that the Subject Person’s conduct warrants an
administrative response but that a civil
monetary penalty is not the most appropriate
response, OFAC may issue a finding of
violation that identifies the violation,
conveys OFAC’s concerns about the violation
and/or the Subject Person’s OFAC
compliance policies, practices and/or
procedures, and/or identifies the need for
further compliance steps to be taken. A
finding of violation represents a final
enforcement response to the violation, unless
OFAC later learns of additional related
violations or other relevant facts, and
constitutes a final agency determination that
a violation has occurred. A finding of
violation will afford the Subject Person an
opportunity to respond to OFAC’s
determination that a violation has occurred.

E. Civil Monetary Penalty. If OFAC
determines that a violation has occurred and,
based on an analysis of the General Factors
outlined in Section III of these Guidelines,
concludes that the Subject Person’s conduct
warrants the imposition of a monetary
penalty, OFAC may impose a civil monetary
penalty. Civil monetary penalty amounts will

be determined as discussed in Section V of
these Guidelines. The imposition of a civil
monetary penalty constitutes a final agency
determination that a violation has occurred
and represents a final civil enforcement
response to the violation.

F. Criminal Referral. In appropriate
circumstances, OFAC may refer the matter to
appropriate law enforcement agencies for
criminal investigation and/or prosecution.
Apparent sanctions violations that OFAC has
referred for criminal investigation and/or
prosecution also may be subject to OFAC
civil penalty or other administrative action.

G. Other Administrative Actions. In
addition to or in lieu of other administrative
actions, OFAC may also take the following
administrative actions in response to an
apparent violation:

1. License Denial, Suspension,
Modification, or Revocation. OFAC
authorizations to engage in a transaction
(including the release of blocked funds)
pursuant to a general or specific license may
be withheld, denied, suspended, modified, or
revoked in response to an apparent violation.

2. Cease and Desist Order. OFAC may
order the Subject Person to cease and desist
from conduct or activities that are prohibited
by any of the sanctions programs enforced by
OFAC when OFAC has reason to believe that
a Subject Person has engaged in such
conduct or activities and/or that such
conduct or activities are ongoing or may
recur.

ITI. General Factors Affecting Administrative
Action

The type of enforcement action undertaken
by OFAC will depend on the nature of the
apparent violation and the harm caused to
the relevant sanctions program and its
objectives. As a general matter, OFAC will
consider some or all of the following General
Factors in determining the appropriate
administrative action in response to an
apparent violation of U.S. sanctions by a
Subject Person, and, where a civil monetary
penalty is imposed, in determining the
appropriate amount of any such penalty:

A. Willful or Reckless Violation of Law: a
Subject Person’s willfulness or recklessness
in violating, attempting to violate, conspiring
to violate, or causing a violation of the law.
Generally, to the extent the conduct, activity
or transaction at issue is the result of willful
misconduct or a deliberate intent to violate,
attempt to violate, conspire to violate, or
cause a violation of the law, the OFAC
enforcement response will be stronger.
Among the factors OFAC may consider in
evaluating willfulness or recklessness are:

1. Willfulness. Was the conduct at issue the
result of a decision to take action with the
knowledge that such action would constitute
a violation of U.S. law? Did the Subject
Person know that the underlying conduct
constituted, or likely constituted, a violation
of U.S. law at the time of the conduct?

2. Recklessness. Did the Subject Person
demonstrate reckless disregard for U.S.
sanctions requirements or otherwise fail to
exercise a minimal degree of caution or care
in avoiding conduct, activities or transactions
that led to the apparent violation? Were there
warning signs that should have alerted the

Subject Person that an action or failure to act
would lead to an apparent violation?

3. Concealment. Was there an effort by the
Subject Person to hide or purposely obfuscate
its conduct, activities or transactions in order
to mislead OFAC, federal, state or foreign
regulators, or other parties involved in the
transaction/conduct about an apparent
violation?

4. Pattern of Misconduct. Was the apparent
violation the result of a pattern or practice of
conduct or was it relatively isolated and
atypical in nature?

5. Prior Notice. Was the Subject Person on
notice, or should it reasonably have been on
notice, that the conduct at issue, or similar
conduct, constituted a violation of U.S. law?

6. Management Involvement. In cases of
entities, at what level within the organization
did the willful or reckless misconduct occur?
Were supervisory or managerial level staff
aware, or should they reasonably have been
aware, of the willful or reckless misconduct?

B. Awareness of Conduct at Issue: The
Subject Person’s awareness of the conduct,
activity or transaction giving rise to the
apparent violation. Generally, the greater a
Subject Person’s actual knowledge of, or
reason to know about, the conduct, activity,
or transaction constituting an apparent
violation, the stronger the OFAC enforcement
response will be. In the case of a corporation,
awareness will focus on supervisory or
managerial level staff in the business unit at
issue, as well as other senior officers and
managers. Among the factors OFAC may
consider in evaluating the Subject Person’s
awareness of the conduct at issue are:

1. Actual Knowledge. Did the Subject
Person have actual knowledge that the
conduct, activity, or transaction giving rise to
an apparent violation took place? Was the
conduct, activity, or transaction part of a
business process, structure or arrangement
that was designed or implemented with the
intent to prevent or shield the Subject Person
from having such actual knowledge, or was
the conduct, activity, or transaction part of a
business process, structure or arrangement
implemented for other legitimate reasons that
made it difficult or impossible for the Subject
Person to have actual knowledge?

2. Reason to Know. If the Subject Person
did not have actual knowledge that the
conduct, activity, or transaction took place,
did the Subject Person have reason to know,
or should the Subject Person reasonably have
known, based on all readily available
information and with the exercise of
reasonable due diligence, that the conduct,
activity, or transaction would or might take
place?

3. Management Involvement. In the case of
an entity, was the conduct, activity or
transaction undertaken with the explicit or
implicit knowledge of senior management, or
was the conduct, activity, or transaction
undertaken by personnel outside the
knowledge of senior management? If the
apparent violation was undertaken without
the knowledge of senior management, was
there oversight intended to detect and
prevent violations, or did the lack of
knowledge by senior management result from
disregard for its responsibility to comply
with applicable sanctions laws?
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C. Harm to Sanctions Program Objectives:
The actual or potential harm to sanctions
program objectives caused by the conduct,
activities, or transactions giving rise to the
apparent violation. Among the factors OFAC
may consider in evaluating the harm to
sanctions program objectives are:

1. Economic or Other Benefit to the
Sanctioned Individual, Entity, or Country:
The economic or other benefit conferred or
attempted to be conferred to sanctioned
individuals, entities, or countries as a result
of an apparent violation, including the
number, size, and impact of the transactions
or incidents constituting an apparent
violation(s), the length of time over which
they occurred, and the nature of the
economic or other benefit conferred. OFAC
may also consider the causal link between
the Subject Person’s conduct and the
economic benefit conferred or attempted to
be conferred.

2. Implications for U.S. Policy: The effect
that the circumstances of the apparent
violation had on the integrity of the U.S.
sanctions program and the related policy
objectives involved.

3. License Eligibility: Whether the conduct
constituting the apparent violation likely
would have been licensed by OFAC under
existing licensing policy.

4. Humanitarian activity: Whether the
conduct at issue was in support of a
humanitarian activity.

D. Individual Characteristics: The
particular circumstances and characteristics
of a Subject Person. Among the factors OFAC
may consider in evaluating individual
characteristics are:

1. Commercial Sophistication: The
commercial sophistication and experience of
the Subject Person. Is the Subject Person an
individual or an entity? If an individual, was
the transaction constituting the apparent
violation conducted for personal or business
reasons?

2. Size of Operations and Financial
Condition: The size of a Subject Person’s
business operations and overall financial
condition may be considered, where such
information is available and relevant.
Qualification of the Subject Person as a small
business or organization for the purposes of
the Small Business Regulatory Enforcement
Fairness Act, as determined by reference to
the applicable regulations of the Small
Business Administration, may also be
considered.

3. Volume of Transactions: The total
volume of transactions undertaken by the
Subject Person on an annual basis, with
attention given to the apparent violations as
compared with the total volume.

4. Sanctions Violation History: The Subject
Person’s history of sanctions violations,
including OFAC’s issuance of prior findings
of violations or cautionary, warning or
evaluative letters, or other administrative
actions.

E. Compliance Program: The existence and
nature of a Subject Person’s OFAC
compliance program at the time of the
apparent violation, where relevant. In the
case of an institution subject to regulation
where OFAC has entered into a
Memorandum of Understanding (MOU) with

the Subject Person’s regulator, OFAC will
follow the procedures set forth in such MOU
regarding consultation with the regulator
with regard to the quality and effectiveness
of the Subject Person’s compliance program.
Even in the absence of an MOU, OFAC may
take into consideration the views of federal,
state, or foreign regulators, where relevant.

F. Remedial Response: The Subject
Person’s corrective action taken in response
to the apparent violation. Among the factors
OFAC may consider in evaluating the
remedial response are:

1. The steps taken by the Subject Person
upon learning of the apparent violation. Did
the Subject Person immediately stop the
conduct at issue?

2. In the case of an entity, the processes
followed to resolve issues related to the
apparent violation. Did the Subject Person
discover necessary information to ascertain
the causes and extent of the apparent
violation, fully and expeditiously? Where
applicable, were the Audit Committee and
the Board of Directors fully informed? If so,
when?

3. In the case of an entity, whether the
Subject Person adopted new and more
effective internal controls and procedures to
prevent a recurrence of the apparent
violation. If the Subject Person did not have
an OFAC compliance program in place at the
time of the apparent violation, did it
implement one upon discovery or
notification of the violations? If it did have
an OFAC compliance program, did it take
appropriate steps to enhance the program to
prevent the recurrence of similar violations?
Did the entity provide the individual(s)
responsible for the apparent violation with
additional training, and/or take other
appropriate action, to ensure that similar
violations do not occur in the future?

4. Where applicable, whether the Subject
Person undertook a thorough review to
identify other possible violations.

G. Cooperation with OFAC: The nature and
extent of the Subject Person’s cooperation
with OFAC. Among the factors OFAC may
consider in evaluating cooperation with
OFAC are:

1. Did the Subject Person voluntarily self-
disclose the apparent violation to OFAC?

2. Did the Subject Person provide OFAC
with all relevant information regarding an
apparent violation (whether or not
voluntarily self-disclosed)?

3. Did the Subject Person research and
disclose to OFAC relevant information
regarding any other apparent violations
caused by the same course of conduct?

4. Was information provided voluntarily or
in response to an administrative subpoena?

5. Did the Subject Person cooperate with,
and promptly respond to, all requests for
information?

6. Did the Subject Person agree to a statute
of limitations waiver or tolling agreement, if
requested by OFAC (particularly in situations
where the apparent violations were not
immediately notified to or discovered by
OFACQC)?

H. Timing of apparent violation in relation
to imposition of sanctions: The timing of the
apparent violation in relation to the adoption
of the applicable prohibitions, particularly if

the apparent violation took place soon after
relevant changes in the sanctions program
regulations or the addition of a new name to
OFAC’s List of Specially Designated
Nationals and Blocked Persons (SDN List).

1. Other enforcement action: Other
enforcement actions taken by federal, state,
or local agencies against the Subject Person
for the apparent violation or similar apparent
violations, including whether the settlement
of alleged violations of OFAC regulations is
part of a comprehensive settlement with
other federal, state, or local agencies.

J. Future Compliance/Deterrence Effect:
The impact administrative action may have
on promoting future compliance with U.S.
economic sanctions by the Subject Person
and similar Subject Persons, particularly
those in the same industry sector.

K. Other relevant factors on a case-by-case
basis: Such other factors that OFAC deems
relevant on a case-by-case basis in
determining the appropriate enforcement
response and/or the amount of any civil
monetary penalty. OFAC will consider the
totality of the circumstances to ensure that its
enforcement response is proportionate to the
nature of the violation.

IV. Civil Penalties for Failure to Furnish
Information or Keep Records

Except in the instance of authorized
service providers under the Cuban Assets
Control Regulations, for whom enforcement
guidelines appear in the Service Provider
Program Circular periodically issued by
OFAQC, as a general matter the following civil
penalty amounts shall apply to a Subject
Person’s failure to furnish information or
maintain records:

A. The failure to respond to a requirement
to furnish information pursuant to 31 CFR
501.602, or failure to furnish the requested
information, may result in a penalty in an
amount up to $20,000, irrespective of
whether any other violation is alleged. Where
OFAC has reason to believe that the apparent
violation(s) that is the subject of the request
to furnish information involves a
transaction(s) valued at greater than
$500,000, a failure to respond to a request to
furnish information or failure to furnish the
requested information may result in a penalty
in an amount up to $50,000, irrespective of
whether any other violation is alleged. A
failure to respond to a requirement to furnish
information or a failure to furnish the
requested information shall be considered a
continuing violation, and the penalties
described above may be imposed each month
that a party has continued to fail to respond
or to furnish the requested information.
OFAC may also seek to have a requirement
to furnish information judicially enforced.
Imposition of a civil monetary penalty for
failure to respond to a requirement to furnish
information or a failure to furnish the
requested information does not preclude
OFAC from seeking such judicial
enforcement.

B. The late filing of a required report,
whether set forth in regulations or in a
specific license, may result in a civil
monetary penalty in an amount up to $2,500,
if filed within the first 30 days after the
report is due, and a penalty in an amount up
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to $5,000 if filed more than 30 days after the
report is due. If the report relates to blocked
assets, the penalty may include an additional
$1,000 for every 30 days that the report is
overdue, up to five years.

C. The first failure to maintain records in
conformance with the requirements of
OFAC’s regulations or of a specific license
may result in a penalty in an amount up to
$5,000. Each additional violation in this
regard may result in a penalty in an amount
up to $10,000.

V. Civil Penalties

OFAC will review the facts and
circumstances surrounding an apparent
violation and apply the General Factors for
Taking Administrative Action in Section III
above in determining whether to initiate a
civil penalty proceeding and in determining
the amount of any civil monetary penalty.
OFAC will give careful consideration to the
appropriateness of issuing a cautionary letter
or finding of violation in lieu of the
imposition of a civil monetary penalty.

A. Civil Penalty Process

1. Pre-Penalty Notice. If OFAC has reason
to believe that a violation of U.S. sanctions
has occurred and that a civil monetary
penalty is warranted, it will issue a Pre-
Penalty Notice in accordance with the
procedures set forth in the particular
regulations governing the conduct, activity,
or transactions giving rise to the apparent
violation. The amount of the proposed
penalty set forth in the Pre-Penalty Notice
will reflect OFAC’s preliminary assessment
of the appropriate penalty amount, based on
information then in OFAC’s possession. The
amount of the final penalty may change as

OFAC learns additional relevant information.

If, after issuance of a Pre-Penalty Notice,
OFAC determines that a penalty in an
amount that represents an increase of more
than 10 percent from the proposed penalty
set forth in the Pre-Penalty Notice is
appropriate, or if OFAC intends to allege
additional violations, it will issue a revised
Pre-Penalty Notice setting forth the new
proposed penalty amount and/or alleged
violations.

a. In general, the Pre-Penalty Notice will
set forth the following with respect to the
specific violations alleged and the proposed
penalties:

i. Description of the alleged violations,
including the number of violations and their
value, for which a penalty is being proposed;

ii. Identification of the regulatory or other
provisions alleged to have been violated;

iii. Identification of the General Factors
that were most relevant to the determination
of the proposed penalty amount, including
the base category (defined below) according
to which the proposed penalty amount was
calculated;

iv. The maximum amount of the penalty to
which the Subject Person could be subject
under applicable law; and

v. The proposed penalty amount,
determined in accordance with the
provisions set forth in these Guidelines.

b. The Pre-Penalty Notice will also include
information regarding how to respond to the
Pre-Penalty Notice including:

i. A statement that the Subject Person may
submit a written response to the Pre-Penalty
Notice by a date certain addressing the
alleged violation(s), the General Factors
Affecting Administrative Action set forth in
Section III of these Guidelines, and any other
information or evidence that the Subject
Person deems relevant to OFAC’s
consideration.

ii. A statement that a failure to respond to
the Pre-Penalty Notice likely will result in
the imposition of a civil monetary penalty in
the amount set forth in the Pre-Penalty
Notice.

2. Response to Pre-Penalty Notice. A
Subject Person may submit a written
response to the Pre-Penalty Notice in
accordance with the procedures set forth in
the particular regulations governing the
conduct, activity or transactions giving rise to
the apparent violation. Generally, the
response should either agree to the proposed
penalty set forth in the Pre-Penalty Notice or
set forth reasons why a penalty should not
be imposed or, if imposed, why it should be
a lesser amount than proposed, with
particular attention paid to the General
Factors Affecting Administrative Action set
forth in Section III of these Guidelines. The
response should include all documentary or
other evidence available to the Subject
Person that supports the arguments set forth
in the response. OFAC will consider all
relevant materials submitted.

3. Penalty Notice. If OFAC receives no
response to a Pre-Penalty Notice within the
time prescribed in the Pre-Penalty Notice, or
if following the receipt of a response to a Pre-
Penalty Notice and a review of the
information and evidence contained therein
OFAC concludes that a violation warranting
a civil monetary penalty has occurred, a
Penalty Notice generally will be issued in
accordance with the procedures set forth in
the particular regulations governing the
conduct, activity or transactions giving rise to
the violation. A Penalty Notice constitutes a
final agency finding that a violation has
occurred. The penalty amount set forth in the
Penalty Notice will take into account relevant
additional information provided in response
to a Pre-Penalty Notice. In the absence of a
response to a Pre-Penalty Notice, the penalty
amount set forth in the Penalty Notice will
generally be the same as the proposed
penalty set forth in the Pre-Penalty Notice.

4. Referral to Financial Management
Division. The imposition of a civil monetary
penalty pursuant to a Penalty Notice creates
a debt due the U.S. Government. OFAC will
advise Treasury’s Financial Management
Division upon the imposition of a penalty.
The Financial Management Division may
take follow-up action to collect the penalty
assessed if it is not paid within the
prescribed time period set forth in the
Penalty Notice. In addition or instead, the
matter may be referred to the U.S.
Department of Justice for appropriate action
to recover the penalty.

5. Final Agency Action. The imposition of
a penalty pursuant to a Penalty Notice
constitutes final agency action with respect
to the violation(s) for which the penalty is
assessed.

B. Amount of Civil Penalty

1. Egregious case. In those cases in which
a civil monetary penalty is deemed
appropriate, OFAC will make a
determination as to whether a case is deemed
“egregious’” for purposes of the base penalty
calculation. This determination will be based
on an analysis of the applicable General
Factors. In making the egregiousness
determination, OFAC generally will give
substantial weight to General Factors A
(“willful or reckless violation of law”’), B
(““awareness of conduct at issue’’), C (“harm
to sanctions program objectives”) and D
(“individual characteristics”), with particular
emphasis on General Factors A and B. A case
will be considered an ““egregious case” where
the analysis of the applicable General
Factors, with a focus on those General
Factors identified above, indicates that the
case represents a particularly serious
violation of the law calling for a strong
enforcement response. A determination that
a case is “‘egregious” will be made by the
Director or Deputy Director.

2. Pre-Penalty Notice. The penalty amount
proposed in a Pre-Penalty Notice shall
generally be calculated as follows, except
that neither the base amount nor the
proposed penalty will exceed the applicable
statutory maximum amount:

a. Base category calculation

i. In a non-egregious case, if the apparent
violation is disclosed through a voluntary
self-disclosure by the Subject Person, the
base amount of the proposed civil penalty in
the Pre-Penalty Notice shall be one-half of
the transaction value, capped at a maximum
base amount of $125,000 per violation.

ii. In a non-egregious case, if the apparent
violation comes to OFAC’s attention by
means other than a voluntary self-disclosure,
the base amount of the proposed civil penalty
in the Pre-Penalty Notice shall be the
“applicable schedule amount,” as defined
above (capped at a maximum base amount of
$250,000 per violation).

iii. In an egregious case, if the apparent
violation is disclosed through a voluntary
self-disclosure by a Subject Person, the base
amount of the proposed civil penalty in the
Pre-Penalty Notice shall be one-half the
statutory maximum penalty applicable to the
violation.

iv. In an egregious case, if the apparent
violation comes to OFAC’s attention by
means other than a voluntary self-disclosure,
the base amount of the proposed civil
monetary penalty in the Pre-Penalty Notice
shall be the statutory maximum penalty
amount applicable to the violation.

The following matrix represents the base
amount of the proposed civil penalty for each
category of violation:
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Egregious Case
NO

YES

YES

(capped at $125,000 per violation)

(1
One-Half of

Transaction Value

Statutory Maximum

(3
One-Half of

Voluntary

Self-Disclosure

NO

Applicable Schedule Amount

(capped at $250,000 per violation)

()

Statutory Maximum

4

The base penalty amount will not exceed
the applicable statutory maximum amount.

b. Adjustment for applicable relevant
General Factors

The base amount of the proposed civil
penalty may be adjusted to reflect applicable
General Factors for Administrative Action set
forth in Section III of these Guidelines. Each
factor may be considered mitigating or
aggravating, resulting in a lower or higher
proposed penalty amount. As a general
matter, in those cases where the following
General Factors are present, OFAC will
adjust the base proposed penalty amount in
the following manner:

i. In cases involving substantial
cooperation with OFAC but no voluntary
self-disclosure as defined herein, including
cases in which an apparent violation is
reported to OFAC by a third party but the
Subject Person provides substantial
additional information regarding the
apparent violation and/or other related
violations, the base penalty amount generally
will be reduced between 25 and 40 percent.
Substantial cooperation in cases involving
voluntary self-disclosure may also be
considered as a further mitigating factor.

ii. In cases involving a Subject Person’s
first violation, the base penalty amount
generally will be reduced up to 25 percent.
The extent of any such mitigation will be
based, in part, on whether the Subject Person
had previously been issued a cautionary,
warning or evaluative letter.

In all cases, the proposed penalty amount
will not exceed the applicable statutory
maximum.

In cases involving a large number of
apparent violations, where the transaction

value of all apparent violations is either
unknown or would require a
disproportionate allocation of resources to
determine, OFAC may estimate or extrapolate
the transaction value of the total universe of
apparent violations in determining the
amount of any proposed civil monetary
penalty.

3. Penalty Notice. The amount of the
proposed civil penalty in the Pre-Penalty
Notice will be the presumptive starting point
for calculation of the civil penalty amount in
the Penalty Notice. OFAC may adjust the
penalty amount in the Penalty Notice based
on:

a. Evidence presented by the Subject
Person in response to the Pre-Penalty Notice,
or otherwise received by OFAC with respect
to the underlying violation(s); and/or

b. Any modification resulting from further
review and reconsideration by OFAC of the
proposed civil monetary penalty in light of
the General Factors for Administrative
Action in Section III above.

In no event will the amount of the civil
monetary penalty in the Penalty Notice
exceed the proposed penalty set forth in the
Pre-Penalty Notice by more than 10 percent,
or include additional alleged violations,
unless a revised Pre-Penalty Notice has first
been sent to the Subject Person as set forth
above. In the event that OFAC determines
upon further review that no penalty is
appropriate, it will so inform the Subject
Person in a no-action letter, a cautionary
letter, or a finding of violation.

C. Settlements

A settlement does not constitute a final
agency determination that a violation has
occurred.

1. Settlement Process. Settlement
discussions may be initiated by OFAC, the
Subject Person or the Subject Person’s
authorized representative. Settlements
generally will be negotiated in accordance
with the principles set forth in these
Guidelines with respect to appropriate
penalty amounts. OFAC may condition the
entry into or continuation of settlement
negotiations on the execution of a tolling
agreement with respect to the statute of
limitations.

2. Settlement Prior to Issuance of Pre-
Penalty Notice. Where settlement discussions
occur prior to the issuance of a Pre-Penalty
Notice, the Subject Person may request in
writing that OFAC withhold issuance of a
Pre-Penalty Notice pending the conclusion of
settlement discussions. OFAC will generally
agree to such a request as long as settlement
discussions are continuing in good faith and
the statute of limitations is not at risk of
expiring.

3. Settlement Following Issuance of Pre-
Penalty Notice. If a matter is settled after a
Pre-Penalty Notice has been issued, but
before a final Penalty Notice is issued, OFAC
will not make a final determination as to
whether a sanctions violation has occurred.
In the event no settlement is reached, the
period specified for written response to the
Pre-Penalty Notice remains in effect unless
additional time is granted by OFAC.

4. Settlements of Multiple Apparent
Violations. A settlement initiated for one
apparent violation may also involve a
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comprehensive or global settlement of
multiple apparent violations covered by
other Pre-Penalty Notices, apparent
violations for which a Pre-Penalty Notice has
not yet been issued by OFAC, or previously
unknown apparent violations reported to
OFAC during the pendency of an
investigation of an apparent violation.

Dated: September 2, 2008.
Adam J. Szubin,
Director, Office of Foreign Assets Control.
[FR Doc. E8—20704 Filed 9-5—08; 8:45 am]
BILLING CODE 4811-45-P

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

33 CFR Part 165
[Docket No. USCG—2008-0290]
RIN 1625-AA00

Safety Zone; Gulf of Mexico—Johns
Pass, FL

AGENCY: Coast Guard, DHS.
ACTION: Temporary final rule.

SUMMARY: The Coast Guard is
establishing a temporary safety zone on
the waters of Johns Pass, Florida while
construction operations are being
conducted. This rule is necessary to
ensure the safety of the workers and
mariners on the navigable waters of the
United States. No person or vessel may
anchor, moor, or transit the Regulated
Area without permission of the Captain
of the Port St. Petersburg, Florida.

DATES: This safety zone will be effective
August 29, 2008 through August 30,
2010.

ADDRESSES: Comments and material
received from the public, as well as
documents mentioned in this preamble
as being available in the docket, are part
of docket USCG-2008-0290 and are
available online at http://
www.regulations.gov. This material is
also available for inspection or copying
at two locations: The Docket
Management Facility (M—30), U.S.
Department of Transportation, West
Building Ground Floor, Room W12-140,
1200 New Jersey Avenue, SE.,
Washington, DC 20590, between 9 a.m.
and 5 p.m., Monday through Friday,
except Federal holidays and Coast
Guard Sector St Petersburg Prevention
Department, 155 Columbia Dr., Tampa,
FL 33606 between 7:30 a.m. and 3:30
p-m., Monday through Friday, except
Federal holidays.

FOR FURTHER INFORMATION CONTACT: If
you have questions on this temporary

rule, call BM1 Charles Voss at Coast
Guard Sector St. Petersburg, (813) 228—
2191 Ext 8307. If you have questions on
viewing the docket, call Renee V.
Wright, Program Manager, Docket
Operations, telephone 202-366—9826.
SUPPLEMENTARY INFORMATION:

Regulatory Information

On May 29, 2008 we published a
notice of proposed rulemaking (NPRM)
entitled Safety Zone; Gulf of Mexico—
Johns Pass, FL in the Federal Register,
73 FR 30868. We did not receive any
letters commenting on the proposed
rule. No public meeting was requested,
and none was held.

Background and Purpose

Flatiron Construction will be
performing construction work on the
new Johns Pass Bridge. This work will
involve setting girders, installing a new
fendering system, setting the deck,
setting overhangs, placing resteel,
pouring the bridge deck, and wrecking
the old bridge’s deck. These operations
will require the closure of the navigable
channel. The closures will only be for
limited times, during nighttime hours,
and scheduled to accommodate the
local marine traffic. The nature of the
operation and environment surrounding
the Johns Pass Bridge presents a danger
to the workers and mariners transiting
the area. This proposed safety zone is
being established to ensure the safety of
life on the navigable waters of the
United States.

Discussion of Comments and Changes

No comments were received for this
rule and no changes were made to the
proposed rule text.

Regulatory Analyses

We developed this rule after
considering numerous statutes and
executive orders related to rulemaking.
Below we summarize our analyses
based on 13 of these statutes or
executive orders.

Regulatory Planning and Review

This rule is not a significant
regulatory action under section 3(f) of
Executive Order 12866, Regulatory
Planning and Review, and does not
require an assessment of potential costs
and benefits under section 6(a)(3) of that
Order. The Office of Management and
Budget has not reviewed it under that
Order. We expect the economic impact
of this rule to be so minimal that a full
Regulatory Evaluation is unnecessary.

The rule will only be enforced during
a time when vessel traffic is expected to
be minimal. Moreover, vessels may still
enter the safety zone with the express

permission of the Captain of the Port St.
Petersburg or a designated
representative.

Small Entities

Under the Regulatory Flexibility Act
(5 U.S.C. 601-612), we have considered
whether this rule would have a
significant economic impact on a
substantial number of small entities.
The term ““small entities” comprises
small businesses, not-for-profit
organizations that are independently
owned and operated and are not
dominant in their fields, and
governmental jurisdictions with
populations of less than 50,000.

The Coast Guard certifies under 5
U.S.C. 605(b) that this rule would not
have a significant economic impact on
a substantial number of small entities.
This rule may affect the following
entities, some of which may be small
entities: The owners or operators of
vessels intending to transit Johns Pass,
FL. This safety zone will not have a
significant economic impact on a
substantial number of small entities for
the following reasons: This rule will be
enforced for a limited time when marine
traffic is expected to be minimal;
additionally traffic will be allowed to
enter the zone with the permission of
the Captain of the Port Sector St.
Petersburg or a designated
representative.

Assistance for Small Entities

Under section 213(a) of the Small
Business Regulatory Enforcement
Fairness Act of 1996 (Pub. L. 104-121),
in the NPRM, we offered to assist small
entities in understanding the rule so
that they could better evaluate its effects
on them and participate in the
rulemaking process.

Small businesses may send comments
on the actions of Federal employees
who enforce, or otherwise determine
compliance with, Federal regulations to
the Small Business and Agriculture
Regulatory Enforcement Ombudsman
and the Regional Small Business
Regulatory Fairness Boards. The
Ombudsman evaluates these actions
annually and rates each agency’s
responsiveness to small business. If you
wish to comment on actions by
employees of the Coast Guard, call 1-
888—REG—FAIR (1-888-734—-3247). The
Coast Guard will not retaliate against
small entities that question or complain
about this rule or any policy or action
of the Coast Guard.

Collection of Information

This rule calls for no new collection
of information under the Paperwork
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Reduction Act of 1995 (44 U.S.C. 3501—
3520).

Federalism

A rule has implications for federalism
under Executive Order 13132,
Federalism, if it has a substantial direct
effect on State or local governments and
would either preempt State law or
impose a substantial direct cost of
compliance on them. We have analyzed
this rule under that Order and have
determined that it does not have
implications for federalism.

Unfunded Mandates Reform Act

The Unfunded Mandates Reform Act
of 1995 (2 U.S.C. 1531-1538) requires
Federal agencies to assess the effects of
their discretionary regulatory actions. In
particular, the Act addresses actions
that may result in the expenditure by a
State, local, or tribal government, in the
aggregate, or by the private sector of
$100,000,000 or more in any one year.
Though this rule will not result in such
an expenditure, we do discuss the
effects of this rule elsewhere in this
preamble.

Taking of Private Property

This rule will not effect a taking of
private property or otherwise have
taking implications under Executive
Order 12630, Governmental Actions and
Interference with Constitutionally
Protected Property Rights.

Civil Justice Reform

This rule meets applicable standards
in sections 3(a) and 3(b)(2) of Executive
Order 12988, Civil Justice Reform, to
minimize litigation, eliminate
ambiguity, and reduce burden.

Protection of Children

We have analyzed this rule under
Executive Order 13045, Protection of
Children from Environmental Health
Risks and Safety Risks. This rule is not
an economically significant rule and
does not create an environmental risk to
health or risk to safety that may
disproportionately affect children.

Indian Tribal Governments

This rule does not have tribal
implications under Executive Order
13175, Consultation and Coordination
with Indian Tribal Governments,
because it does not have a substantial
direct effect on one or more Indian
tribes, on the relationship between the
Federal Government and Indian tribes,
or on the distribution of power and
responsibilities between the Federal
Government and Indian tribes.

Energy Effects

We have analyzed this rule under
Executive Order 13211, Actions
Concerning Regulations That
Significantly Affect Energy Supply,
Distribution, or Use. We have
determined that it is not a ““significant
energy action” under that order because
it is not a “significant regulatory action”
under Executive Order 12866 and is not
likely to have a significant adverse effect
on the supply, distribution, or use of
energy. The Administrator of the Office
of Information and Regulatory Affairs
has not designated it as a significant
energy action. Therefore, it does not
require a Statement of Energy Effects
under Executive Order 13211.

Technical Standards

The National Technology Transfer
and Advancement Act NTTAA) (15
U.S.C. 272 note) directs agencies to use
voluntary consensus standards in their
regulatory activities unless the agency
provides Congress, through the Office of
Management and Budget, with an
explanation of why using these
standards would be inconsistent with
applicable law or otherwise impractical.
Voluntary consensus standards are
technical standards (e.g., specifications
of materials, performance, design, or
operation; test methods; sampling
procedures; and related management
systems practices) that are developed or
adopted by voluntary consensus
standards bodies.

This rule does not use technical
standards. Therefore, we did not
consider the use of voluntary consensus
standards.

Environment

We have analyzed this rule under
Commandant Instruction M16475.1D
and Department of Homeland Security
Management Directive 5100.1, which
guide the Coast Guard in complying
with the National Environmental Policy
Act of 1969 (NEPA) (42 U.S.C. 4321—
4370f), and have concluded under the
Instruction that there are no factors in
this case that would limit the use of a
categorical exclusion under section
2.B.2 of the Instruction. Therefore, this
rule is categorically excluded, under
figure 2—1, paragraph (34)(g), of the
Instruction, from further environmental
documentation. A final “Environmental
Analysis Check List” and a final
““Categorical Exclusion Determination”
are available in the docket where
indicated under ADDRESSES.

List of Subjects in 33 CFR Part 165

Harbors, Marine safety, Navigation
(water), Reporting and recordkeeping

requirements, Security measures, and
Waterways.

m For the reasons discussed in the
preamble, the Coast Guard amends 33
CFR part 165 as follows:

PART 165—REGULATED NAVIGATION
AREAS AND LIMITED ACCESS AREAS

m 1. The authority citation for part 165
continues to read as follows:

Authority: 33 U.S.C. 1226, 1231; 46 U.S.C.
Chapter 701, 3306, 3703; 50 U.S.C. 191, 195;
33 CFR 1.05-1, 6.04-1, 6.04—6, and 160.5;
Pub. L. 107-295, 116 Stat. 2064; Department
of Homeland Security Delegation No. 0170.1.
Hm 2. A new temporary § 165.T08-0290 is
added to read as follows:

§165.T08-290 Safety Zone; Gulf of
Mexico—Johns Pass, Florida.

(a) Regulated area. The Coast Guard is
establishing a temporary safety zone on
the waters of the Gulf of Mexico,
Florida, in the vicinity of the John’s Pass
Bridge, that includes all the waters from
surface to bottom, within a 100-yard
radius of the following coordinates:
27°4658” N,082°46'57” W. All
coordinates referenced use datum: NAD
83.

(b) Definitions. The following
definition applies to this section:

Designated representative means
Coast Guard Patrol Commanders
including Coast Guard coxswains, petty
officers and other officers operating
Coast Guard vessels, and federal, state,
and local officers designated by or
assisting the Captain of the Port (COTP)
St. Petersburg, Florida, in the
enforcement of regulated navigation
areas and safety and security zones.

(c) Regulations. In accordance with
the general regulations in § 165.23 of
this part, no person or vessel may
anchor, moor or transit the Regulated
Area without the prior permission of the
Captain of the Port St. Petersburg,
Florida, or a designated representative.

(d) Dates. This rule is effective until
the bridge construction is completed
tentatively scheduled for July 2010.

(e) Enforcement. This regulated area
will only be enforced while
construction operations are taking place.
The Coast Guard does not know the
exact dates of the construction
operations at this time, however Sector
St. Petersburg will announce each
enforcement period by publishing the
restriction in the local notice to
mariners and issuing Broadcast Notice
to Mariners 24 to 48 hours prior to the
start of enforcement. Additionally, on-
scene notice will be provided by Coast
Guard or other local law enforcement
maritime units enforcing the safety
zone.
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Dated: August 6, 2008.
T.M. Close,

Captain, U.S. Coast Guard, Captain of the
Port, St. Petersburg.

[FR Doc. E8-20481 Filed 9-5-08; 8:45 am]
BILLING CODE 4910-15-P
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This section of the FEDERAL REGISTER
contains notices to the public of the proposed
issuance of rules and regulations. The
purpose of these notices is to give interested
persons an opportunity to participate in the
rule making prior to the adoption of the final
rules.

OFFICE OF PERSONNEL
MANAGEMENT

5 CFR Parts 302, 330, 335, 337, and 410
RIN 3206—AL04

Recruitment, Selection, and Placement
(General)

AGENCY: Office of Personnel
Management.
ACTION: Proposed rule.

SUMMARY: The Office of Personnel
Management (OPM) is proposing to
revise the rules on Federal vacancy
announcements, reemployment priority
list requirements, positions restricted to
preference eligibles, time after
competitive appointment, the Career
Transition Assistance Plan (CTAP), and
the Interagency Career Transition
Assistance Plan (ICTAP). The proposed
rules clarify the regulations, incorporate
longstanding OPM policies, revise
placement assistance programs for
consistency and effectiveness, remove
references to two expired interagency
placement assistance programs, and
reorganize information for ease of
reading.

DATES: We will consider comments
received on or before November 7, 2008.
ADDRESSES: Send or deliver comments
to Angela Bailey, Deputy Associate
Director, Center for Talent and Capacity
Policy, Strategic Human Resources
Policy, U.S. Office of Personnel
Management, Room 6551, 1900 E Street,
NW., Washington, DC 20415-9700;
e-mail to employ@opm.gov; or fax to
(202) 606—2329. Comments may also be
sent through the Federal eRulemaking
Portal at http://www.regulations.gov. All
submissions received through the Portal
must include the agency name and
docket number or the Regulation
Identifier Number (RIN) for this
rulemaking. Please specify the subpart
and section number for each comment.
FOR FURTHER INFORMATION CONTACT: For
subparts A, D, and E, contact Linda
Watson by telephone at (202) 606—0830;
TTY at (202) 418-3134; fax at (202) 606—

0390; or e-mail at
linda.watson@opm.gov. For all other
subparts, contact Pam Galemore by
telephone at (202) 606—-0960; TTY at
(202) 418-3134; fax at (202) 606-2329;
or e-mail at pamela.galemore@opm.gov.

SUPPLEMENTARY INFORMATION: The Office
of Personnel Management (OPM) is
proposing to revise the regulations in 5
CFR part 330 governing Federal vacancy
announcements, the Reemployment
Priority List (RPL), positions restricted
to preference eligibles, time after
competitive appointment, the Career
Transition Assistance Plan (CTAP), and
the Interagency Career Transition
Assistance Plan (ICTAP). The proposed
revisions are described below under
each subpart heading.

The proposed regulations also remove
subparts K and L. Subpart K provided
a priority consideration program for
eligible displaced employees of the
District of Columbia Department of
Corrections. The statutory authority for
this program expired on December 31,
2002. Subpart L provided selection
priority to eligible displaced employees
in the Panama Canal Zone. The
statutory authority for this program
expired on December 31, 2000.

Throughout the proposed regulations,
OPM has replaced the verb “shall” with
“must” for clarity. OPM intends that
any provisions in this part using the
verb “must” have the same meaning and
effect as previous provisions in this part
using “‘shall.”

These proposed regulations also
include conforming changes in parts
302—Employment in the Excepted
Service, 335—Promotion and Internal
Placement, 337—Examining System,
and 410—Training of OPM’s
regulations, specifically to revise
citations because of the movement of
the rules governing vacancy
announcements from subpart G to
subpart A.

Subpart A

We are proposing to retitle Subpart A
from “Discretion in Filling Vacancies”
to “Filling Vacancies in the Competitive
Service” to more accurately reflect the
content of the subpart. The proposed
revised subpart A includes a list of
specific items that must be included in
all vacancy announcements published
on OPM’s USAJOBS Web site (which is
the official job site for the Federal
Government). Subpart A also adds

requirements mandated by the Veterans
Employment Opportunities Act, which
is codified in part at 5 U.S.C. 3304(f)(4).
These proposed changes will support
the requirement for specific information
in the vacancy announcement and
establish consistency in the information
provided to applicants. OPM’s authority
to require items in a vacancy
announcement is in 5 U.S.C. 3330.

We are proposing to add definitions
in §330.101 and move the paragraph
about “agencies covered” currently in
§330.102 to §330.101. These revisions
consolidate definitions that are
applicable throughout part 330, and
define vacancy solely for the purposes
of subpart A in accordance with 5
U.S.C. 3327.

Under 5 U.S.C. 3330, OPM is required
to keep a current list of all competitive
service vacancy announcements for
which agencies will accept applications
from outside their respective
workforces. Currently, subpart G of part
330, which covers the Interagency
Career Transition Assistance Plan
(ICTAP), contains OPM’s regulations
prescribing information that agencies
must include in Federal vacancy
announcements (such as title, location,
duties, etc.). We are proposing to move
this information from subpart G,
§330.707, to subpart A, § 330.104,
because the reporting requirement
applies to all competitive service
vacancy announcements. Conforming
revisions to other CFR parts with the
reference to § 330.707 are included with
these proposed regulations.

OPM receives inquiries on a regular
basis from agencies concerning how to
add a vacancy announcement to OPM’s
USAJOBS Web site. We propose to add
in §330.105 that agencies may locate
these instructions on the Web site at
www.usajobs.opm.gov.

Subpart B

Subpart B governs the Reemployment
Priority List (RPL), which is the program
an agency must use to meet its statutory
reemployment priority obligations
under sections 3315 and 8151 of title 5,
United States Code. Agencies establish
an RPL to provide selection priority to
their permanent competitive service
employees who were or will be
involuntarily separated through
reduction in force (RIF) procedures
under part 351, or who have recovered
from a compensable work-related injury
after more than 1 year, as required by 5
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CFR 353.301(b). These employees may
register for, and receive selection
priority over, most other candidates
from outside the agency’s current
permanent competitive service
workforce. Agencies must apply
veterans’ preference when making RPL
placements.

Generally, the proposed revisions to
subpart B clarify who is eligible for the
RPL, delete references to outdated
material (e.g., appointment authorities
that no longer exist), and clarify the
operation of the RPL through use of
plain language and improved
organization of the material.

We are also proposing to define and
rename certain terms (e.g., “‘priority
consideration” to “‘placement priority”)
to clearly distinguish the RPL program
from other internal agency placement
programs. The proposed regulations also
clarify longstanding OPM policy
concerning employees’ rights, agency
flexibility, and termination of eligibility.

Other proposed revisions to subpart B
include the following:

Section 330.202 adds a ‘“Definitions”
section for terms used throughout the
subpart. This section includes a
definition of Qualified for RPL
purposes. The proposed definition
ensures that placement of the RPL
registrant will not detract or hinder
mission accomplishment by requiring
that, for RPL placement priority, the
placement of the RPL registrant in the
position will not cause an undue
interruption to required work. The
undue interruption provision is
currently provided as an exception to
the RPL selection order in § 330.207.
Adding this provision as part of the
Qualified definition makes the
qualifications required for placement
through the RPL consistent with those
required for placement through RIF
procedures. Also for consistency, the
term ‘“selection placement factors” is
revised to “selective factors” to align
with terminology used in OPM’s
“Operating Manual: Qualification
Standards for General Schedule
Positions.”

Revised §330.203 combines the
conditions for RPL eligibility based on
recovery from a compensable injury,
currently in § 330.204, with RPL
eligibility based on a notice of or actual
RIF separation. Section 330.203(a)(2)
clarifies that RPL eligibility ends if the
employee receives a written notice of
cancellation, rescission, or modification
to the official notice which established
RPL eligibility (for example, the agency
cancels the employee’s notice of RIF
separation or the agency offers a
position with a representative rate at
least as high as that of the position from

which the employee will be separated).
In § 330.203(a)(3), we are proposing to
raise the minimum performance rating
of record level required for RIF-based
RPL eligibility from a rating above
unacceptable (Level 1) to at least fully
successful (Level 3) or equivalent. (The
proposed definition of Rating of record
in § 330.202 corresponds to the
definition in part 351 to cover those
cases where an appraisal system does
not have a summary rating level of fully
successful.) The proposed change makes
the rating of record required for RIF-
based RPL eligibility consistent with the
minimum performance rating of record
required for selection priority under
both the Career Transition Assistance
Plan (CTAP) in subpart F and the
Interagency Career Transition
Assistance Plan (ICTAP) in subpart G. A
minimum rating of record is not
required for RPL eligibility based on
recovery from a compensable work-
related injury.

Section 330.204(b) adds a requirement
for agencies to provide information
about the agency’s RPL program to each
RPL eligible employee when the
employee accepts a position at a lower
grade or pay level or separates from the
agency because of a compensable work-
related injury. This provision is added
to ensure employees are informed of
their rights under 5 U.S.C. 8151.

Section 330.206(a)(3) revises the
period for an employee with RPL
eligibility because of a RIF to apply for
the agency’s RPL. The current regulation
in § 330.202(a)(1) requires the employee
to apply within 30 calendar days after
the RIF separation date. We propose to
require that RPL eligibles must apply on
or before the RIF separation date. The
proposed change is intended to ease the
administrative burden on agencies
while allowing a RIF-based RPL eligible
at least 60 days (the minimum notice
period under part 351) to apply for
registration. We are not proposing to
change the application period for RPL
eligibles based on recovery from a
compensable work injury.

Section 330.207 clarifies and expands
agency discretion for RPL registration
areas. Specifically, § 330.207(b) allows
an agency the discretion to register an
employee in a local commuting area
other than the local commuting area
from which the employee will be, or has
been, separated if the agency does not,
or will not, have any competitive
service positions remaining in the local
commuting area from which the
employee will be, or has been,
separated. This provision addresses
closure situations that are not currently
covered in the regulations.

The proposed § 330.207(d) requires an
agency to establish a fair and consistent
policy for expanding the registration
area for an employee whose RPL
eligibility is based on recovery from a
compensable work injury. The current
regulation in § 330.206(b) requires an
agency to determine when and how to
provide for maximum opportunities for
consideration; however, it does not
require an agency to establish a policy
for making such determinations.

The proposed § 330.207(e) deletes
Alaska from the current § 330.206(a)(4),
concerning RPL eligibility for overseas
positions; Alaska does not meet the
definition of “‘overseas” in part 210 of
this chapter.

Section 330.208 changes the period
and expiration date of RPL eligibility
from the current period in § 330.203(c)
of 2 years from the date of RPL
registration for a tenure group I eligible
and 1 year from the date of RPL
registration for a tenure group II eligible.
To ease the administrative burden on
agencies and to maximize placement
priority under this program, we propose
to change the period and expiration date
for RPL eligibility for both tenure groups
to 2 years from the date of separation by
RIF, or from the date of registration if
eligibility is based on recovery from a
compensable work injury. We also
propose to add a provision that OPM
may extend the eligibility period when
an RPL eligible is not timely registered,
for example, due to an administrative or
procedural error. The current
regulations do not specifically provide
OPM with this authority. Adding this
provision will avoid having to consider
such an extension through a regulatory
variation under Civil Service Rule 5.1 (5
CFR 5.1).

Section 330.209(a)(2) clarifies that an
RPL registrant is removed from the RPL
if the registrant receives a written notice
of cancellation, rescission, or
modification to the official notice which
established RPL eligibility (for example,
the agency cancels the employee’s
notice of RIF separation or the agency
offers a position with a representative
rate at least as high as that of the
position from which the employee will
be separated).

Sections 330.209(a)(5) and (6) clarify
that RPL eligibility ends when the RPL
registrant is actually placed in or
appointed to a different position rather
than when the registrant “‘receives” an
appointment as currently described in
§330.203(d)(2)(ii).

Section 330.210(a) clarifies that RPL
placement priority applies to permanent
and time-limited positions to be filled
by competitive service appointment.
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Section 330.211(a) clarifies that an
agency may fill vacancies with
candidates from within its permanent
competitive service workforce without
regard to the RPL, after the agency meets
its CTAP obligations under subpart F of
part 330.

Paragraphs (d) and (e) of § 330.213
add an alternative rating and selection
procedure (also called category rating)
and an application-based procedure,
respectively, to provide agencies with
additional referral and selection
methods. The category rating procedure
is derived from 5 U.S.C. 3319, as
implemented in 5 CFR part 337 and
OPM’s “Delegated Examining
Operations Handbook.”” The
application-based procedure is similar
to the employee-empowerment model
established under CTAP and ICTAP
procedures in subparts F and G of this
part, respectively.

The proposed regulation also deletes
current paragraph (c) of § 330.208
concerning agency consideration of sex
in determining qualifications for the
RPL; this consideration is part of the
qualification requirements.

Subpart C remains reserved.

Subpart D

We are proposing to revise §§330.401
through 330.403 to clarify that the
statutory restriction of certain positions
to preference eligibles applies to any
competitive examination, regardless of
whether OPM or an agency, through
delegated authority under 5 U.S.C.
1104(a)(2), performs the examination.
We also specify exceptions to the
restriction and include a staffing
procedure inadvertently omitted during
OPM'’s process of deleting references in
the Code of Federal Regulations to the
Federal Personnel Manual (FPM)
because of its sunset. We propose to
retitle § 330.401 as “Restricted
Positions.” This section identifies the
restricted positions covered in 5 U.S.C.
3310. Definitions of these positions are
located in OPM’s Delegated Examining
Operations Handbook at http://
www.opm.gov/deu.

We are proposing to retitle § 330.402
as ‘““Exceptions to Restriction.” Section
330.402 identifies the types of
appointments an agency may use when
filling a restricted position with a
nonpreference eligible. Agencies will be
required to obtain OPM’s approval prior
to making a selection if the type of
appointment is not identified in
§330.402.

We are proposing to retitle § 330.403
as ‘‘Positions Brought into the
Competitive Service.” This section
includes a staffing procedure formerly
described in the FPM. Under this

section, agencies will be able to convert
the appointment of a nonpreference
eligible whose restricted position was
brought into the competitive service.

Subpart E

We are proposing to revise this
subpart for readability, to delete a
reference to a part-time direct hire
program that no longer exists, and to
renumber the sections accordingly.

Subparts F and G

Since the 1940s, and in addition to
the statutory RPL, the Federal
Government has had placement
assistance programs to help its
permanent workforce transition to other
positions when employees have been
adversely affected by reorganizations,
reshaping, or contracting-out of work.
These programs support both the
Government as a whole and specific
agency missions by preserving the
investment in high-quality, well-trained,
experienced employees.

In 1994, Congress directed OPM to
study competitive service placement
programs to determine a better
Governmentwide approach than the
centralized, list-based programs in use
at the time. OPM developed CTAP and
ICTAP in 1995 in conjunction with
agencies, labor organizations, Federal
Executive Boards, employees, and other
stakeholders.

The CTAP (which applies in the
employee’s current agency) and the
ICTAP (which applies to agencies other
than the employee’s current or last
agency) established under subparts F
and G, respectively, provide selection
priority to employees displaced from
their jobs through no fault of their own.
Under CTAP and ICTAP, instead of the
centralized listings that were used in the
past, eligible employees apply directly
for agency vacancies and receive
selection priority only if they are
determined to be well-qualified for the
position under the agency’s job-related
evaluation criteria.

Throughout subparts F and G, we are
proposing to delete duplication and
outdated references, to incorporate
longstanding OPM policies and
guidance, to clarify the material by
using plain language, and to reorganize
the subparts for ease of use. The
proposed revisions clarify the difference
between an employee eligible to apply
under CTAP and ICTAP versus an
employee eligible to receive selection
priority under these plans. The
proposed revision also clarifies that
excepted service appointments are
exempt from CTAP and ICTAP selection
priority, which is limited to competitive
service appointments. With this in

mind, we are proposing to revise the
definition of agency in § 330.101 to
include entities with positions in the
competitive service by statute or
Executive order, which is not clear
under the current definitions in
subparts F and G.

We are also proposing to replace the
term “‘directed reassignment” with
“directed geographic relocation” in both
subparts. This change clarifies that
declination of any management-directed
involuntary movement to a different
commuting area (e.g., reassignment or
change in duty station) establishes
eligibility for CTAP and ICTAP
selection priority.

Through these proposed regulations,
we are also inviting comments
concerning the exceptions to CTAP and
ICTAP selection priority. Currently,
there are numerous exceptions to
applying CTAP and ICTAP selection
priority under subparts F and G,
respectively. We are interested in
stakeholders’ views on the number and
types of exceptions as well as additional
exceptions that may be considered
necessary for efficient and effective use
of agency workforces. When replying to
this invitation, please indicate the
rationale behind proposing to delete or
add specific exceptions.

Subpart F

The following are specific proposed
revisions within subpart F:

Section 330.601(c) is revised to delete
the specific reference to the Department
of Defense exemption from certain
portions of the CTAP regulations. The
revision also provides the same
flexibility for agencies to develop their
own internal placement assistance
programs as is available under the RPL
regulations in subpart B.

Section 330.602 is revised to delete
definitions that have been consolidated
in the proposed subpart A and to add
definitions for CTAP eligible and CTAP
selection priority candidate to clarify
the difference between these two terms.
The definition of Displaced is revised to
add a provision that the employee must
not have declined a RIF offer under part
351, subpart G, to a position with the
same type of work schedule and a
representative rate at least as high as
that of the position from which the
employee will be separated. Adding this
provision makes CTAP eligibility
consistent with RPL eligibility criteria.
In addition, the proposed regulations
move the criteria for agency definitions
of “well-qualified” from the definitions
section to a separate section, § 330.606.
Each agency is responsible for defining
“well-qualified” for the purposes of its
CTAP, and the revised § 330.606
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prescribes the minimum requirements
for agency definitions. Because ‘‘well-
qualified” is an agency-defined term,
the minimum criteria for the agency
definition are more appropriate in the
regulatory text. We have also deleted
from the well-qualified criteria the
statement, “Selective and quality
ranking factors cannot be so restrictive
that they run counter to the goal of
placing displaced employees” as
unnecessary. Selective factors and
quality ranking factors must be
developed through job analysis and be
job-related in accordance with 5 CFR
part 300. OPM provides guidance on
developing these factors in the
“Delegated Examining Operations
Handbook.”

Section 330.606(c) adds a provision
that an agency may include the results
of a scored structured interview process
to determine whether a CTAP eligible is
well-qualified when such a process is
used to assess the qualified candidates
being considered for the vacancy. Many
agencies now use a scored interview as
an assessment tool in addition to the
initial evaluation of qualified
candidates’ applications against job-
related criteria for rating and ranking
purposes. Adding this provision
clarifies that the results of this tool can
be used in determining whether
candidates are well-qualified. This
provision is also proposed for addition
to § 330.704(c).

Section 330.607(b) clarifies the
provision in the current regulations at
§ 330.606(a) concerning procuring
temporary help services. The
clarification states that agencies must
make a determination under part 300,
subpart E, that CTAP eligibles are not
available before procuring temporary
help services under that subpart. This
provision is also proposed for addition
to §330.706(b).

Section 330.608(a) adds an option for
agencies to provide the required CTAP
orientation session in person or through
the agency’s automated training system
or Intranet.

Section 330.609 moves the list of
exceptions to CTAP selection priority
from current § 330.606(d) to a separate
section for easier reference.

Section 330.609(y) (current paragraph
(26) of § 330.606) clarifies an
unintentional difference between CTAP
and ICTAP under subpart G which
allows program exceptions for
extensions of time-limited promotions
and appointments, including OPM-
approved extensions. We are clarifying
that OPM-approved exceptions are
covered under subpart G.

Section 330.609(dd) adds an
exception to CTAP selection priority to

include placements made under 5 CFR
part 412, Senior Executive Service merit
staffing procedures for developmental
programs. This exception is also added
at §330.707(v).

Section 330.611(a) clarifies that, to
establish selection priority, a CTAP
eligible must submit all required
materials and eligibility documentation
within the timeframe established by the
agency. The wording of the current
regulation in § 330.605(a)(5) implies that
proof of eligibility does not have to be
submitted within agency-established
timeframes, which was not the intent.
This clarification is also proposed for
addition to § 330.709(a).

Subpart G

In addition to the proposed revisions
discussed under “Subparts F and G”
above, the following are specific
proposed revisions within subpart G.

Section 330.701 deletes outdated
material and clarifies that ICTAP
selection priority applies only in
agencies other than the employee’s
current or former agency. The CTAP and
RPL programs provide selection and
placement priority, respectively, in the
employee’s current or former agency.

Section 330.702 is revised to delete
definitions that have been consolidated
in the proposed subpart A and to revise
the definition of Displaced. Specifically,
the proposed revision deletes “A former
career or career-conditional competitive
service employee, in tenure group 1 or
2, at grades GS—15 level or equivalent or
below, who received a RIF separation
notice, and who retired on the effective
date of the RIF or under discontinued
service retirement option.” from the
current definition in § 330.703(b)(5).
This provision had the unintentional
result of providing ICTAP selection
priority to employees who left the
employing agency before the agency
effected the RIF action. We are
proposing to delete this provision to
make ICTAP selection priority
consistent with the other placement
assistance programs covered under this
part that provide selection priority to
employees whose agency has taken an
action. Also, employees may receive an
offer of continued employment during a
RIF notice period.

The revised definition of Displaced in
§330.702 also adds a provision that the
employee must not have declined a RIF
offer under part 351, subpart G, to a
position with the same type of work
schedule and a representative rate at
least as high as that of the position from
which the employee was, or will be,
separated. Adding this provision makes
ICTAP eligibility consistent with RPL
eligibility criteria.

We added definitions for ICTAP
eligible and ICTAP selection priority
candidate to clarify the difference
between these two terms.

As discussed under subpart F, we
moved the criteria for agency definitions
of “well-qualified” from the definitions
section to a separate section, § 330.704,
because each agency is responsible for
defining “well-qualified” for the
purposes of its ICTAP, and the revised
§ 330.704 prescribes the minimum
requirements for agency definitions.
Because “‘well-qualified” is an agency-
defined term, the minimum criteria for
the agency definition are more
appropriate in the regulatory text.

Section 330.704(c) adds a provision
that an agency may include the results
of a scored structured interview process
to determine whether an ICTAP eligible
is well-qualified when such a process is
used to assess the qualified candidates
being considered for the vacancy. As
discussed under subpart F above, many
agencies now use a scored interview as
an assessment tool in addition to the
initial evaluation of qualified
candidates’ applications against job-
related criteria for rating and ranking
purposes. Adding this provision
clarifies that the results of this tool can
be used in determining whether
candidates are well-qualified. This
provision is also proposed for addition
to § 330.606(c).

Section 330.705(d)(2) adds provisions
for an agency to make additional
selections or reissue selection
certificates without re-determining
whether potential ICTAP eligibles are
available within the local commuting
area. Under the current regulations, an
agency must determine if ICTAP
eligibles are available whenever it
makes a selection that is not an
authorized exception to ICTAP. The
proposed § 330.705(d)(2) allows
agencies to make additional selections
or reissue a selection certificate from an
applicant pool previously established by
a vacancy announcement under which
ICTAP eligibles had an opportunity to
apply.

Section 330.705(f) adds a provision
that an agency may deny an ICTAP
eligible future selection priority for a
position previously obtained through
ICTAP if the eligible was terminated or
removed for cause (e.g., for performance
under 5 CFR part 432 or under adverse
actions procedures under 5 CFR part
752) from that position. This could
occur if the ICTAP eligible was placed
in a temporary position.

Section 330.707 moves the list of
exceptions to ICTAP selection priority
from current § 330.705(b) to a separate
section for easier reference. As
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discussed earlier under subpart A, we
are also proposing to revise and move
the information concerning agency
requirements for reporting vacancies to
OPM from the current regulation at

§ 330.707 to subpart A.

Section 330.707(v) adds an exception
to ICTAP to include placements made
under 5 CFR part 412, Senior Executive
Service merit staffing procedures for
developmental programs. This
exception is also added at § 330.609(dd).

Section 330.708 clarifies when ICTAP
eligibility expires, depending on the
basis for the eligibility. This
clarification addresses inconsistencies
in the interpretation of exactly when
ICTAP eligibility expires. For example,
some agencies provide selection priority
for the duration of the selection process,
meaning until a selection is made, even
though the 1-year period of ICTAP
eligibility may have expired during that
process. OPM’s intent was always to
have a definitive eligibility cut-off date,
consistent with the other placement
assistance programs covered by this
part. Agencies retain the option to select
a displaced employee whose ICTAP
eligibility has expired under the
reinstatement authority provided by 5
CFR 315.401.

We also propose to add a provision in
§ 330.708(e) that OPM may extend the
eligibility period when a displaced
employee does not receive timely
information on ICTAP eligibility or
another administrative or procedural
error occurs that adversely impacts the
eligibility period. The current
regulations do not specifically provide
OPM with this authority. Adding this
provision will avoid having to consider
such an extension through a regulatory
variation under Civil Service Rule 5.1 (5
CFR 5.1).

Section 330.709(a) clarifies that, to
establish selection priority, an ICTAP
eligible must submit all required
materials and eligibility documentation
within the timeframe established by the
agency. The wording of the current
regulation in § 330.704(a)(5) implies that
proof of eligibility does not have to be
submitted within agency established
timeframes, which was not the intent.
This clarification is also proposed for
addition to § 330.611(a).

Subparts H and I remain reserved.

Subpart J is unchanged.

Subparts K and L

We are proposing to remove these
subparts, which provided special
selection priority to certain displaced
employees of the District of Columbia
Department of Corrections and Panama
Canal Zone, respectively. As explained

above, the statutory authority for these
programs has expired.

For the convenience of the reader, the
proposed part 330 is published in its
entirety.

E.O. 12866, Regulatory Review

This rule has been reviewed by the
Office of Management and Budget in
accordance with E.O. 12866.

Regulatory Flexibility Act

I certify that these regulations would
not have a significant economic impact
on a substantial number of small entities
because they would apply only to
Federal agencies and employees.

List of Subjects

5 CFR Parts 302, 335, and 337
Government employees.

5 CFR Part 330

Armed forces reserves, District of
Columbia, Government employees.

5 CFR Part 410
Education, Government employees.

Office of Personnel Management.
Michael W. Hager,
Acting Director.

Accordingly, OPM proposes to amend
5 CFR parts 302, 330, 335, 337, and 410
as follows:

PART 302—EMPLOYMENT IN THE
EXCEPTED SERVICE

1. The authority citation for part 302
continues to read as follows:

Authority: 5 U.S.C. 1302, 3301, 3302, 8151,
E.O. 10577 (3 CFR 1954-1958 Comp., p. 218);
§302.105 also issued under 5 U.S.C. 1104,
Pub. L. 95-454, sec. 3(5); §302.501 also
issued under 5 U.S.C. 7701 et seq.

§302.106 [Amended]
2.In §302.106, remove the phrase
“§330.707 of subpart G” and add in its
place the phrase, “part 330, subpart A”.
3. Revise part 330 to read as follows:

PART 330—RECRUITMENT,
SELECTION, AND PLACEMENT
(GENERAL)

Subpart A—Filling Vacancies in the
Competitive Service
Sec.

330.101
330.102

Definitions.

Methods of filling vacancies.

330.103 Requirement to notify OPM.

330.104 Required items for a vacancy
announcement.

330.105 Instructions on how to add a
vacancy announcement to USAJOBS.

330.106 Funding.

Subpart B—Reemployment Priority List
(RPL)

330.201 Purpose.

330.202 Definitions.

330.203 RPL eligibility.

330.204 Agency requirements and
responsibilities.

330.205 Agency RPL applications.

330.206 RPL registration timeframe and
positions.

330.207 Registration area.

330.208 Duration of RPL registration.

330.209 Removal from an RPL.

330.210 Applying RPL placement priority.

330.211 Exceptions to RPL placement
priority.

330.212 Agency flexibilities.

330.213 Selection from an RPL.

330.214 Appeal rights.

Subpart C—[Reserved]

Subpart D—Positions Restricted to
Preference Eligibles

330.401 Restricted positions.

330.402 Exceptions to restriction.

330.403 Positions brought into the
competitive service.

330.404 Displacement of preference
eligibles occupying restricted positions
in contracting out situations.

330.405 Agency placement assistance.

330.406 OPM placement assistance.

330.407 Eligibility for the Interagency
Career Transition Assistance Plan.

Subpart E—Restrictions to Protect
Competitive Principles

330.501 Purpose.

330.502 General restriction on movement
after competitive appointment.

330.503 Ensuring agency compliance with
the principles of open competition.

330.504 Exception to the general restriction.

Subpart F—Agency Career Transition
Assistance Plans (CTAP) for Local Surplus
and Displaced Employees

330.601 Purpose.

330.602 Definitions.

330.603 Requirements for agency CTAPs.

330.604 Requirements for agency CTAP
selection priority.

330.605 Agency responsibilities for well-
qualified decisions.

330.606 Minimum criteria for agency well-
qualified definition.

330.607 Applying CTAP selection priority.

330.608 Other agency CTAP
responsibilities.

330.609 Exceptions to CTAP selection
priority.

330.610 CTAP eligibility period.

330.611 Establishing CTAP selection
priority.

330.612 Proof of eligibility.

330.613 OPM'’s role in CTAP.

Subpart G—Interagency Career Transition
Assistance Plan (ICTAP) for Displaced
Employees

330.701 Purpose.

330.702 Definitions.

330.703 Agency responsibilities for well-
qualified decisions.

330.704 Minimum criteria for agency well-
qualified definition.

330.705 Applying ICTAP selection priority.

330.706 Other agency ICTAP
responsibilities.
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330.707 Exceptions to ICTAP selection
priority.

330.708 ICTAP eligibility period.

330.709 Establishing ICTAP selection
priority.

330.710 Proof of eligibility.

330.711 OPM'’s role in ICTAP.

Subparts H-I—[Reserved]

Subpart J—Prohibited Practices
330.1001 Withdrawal from competition.

Subparts K-L—[Reserved]

Authority: 5 U.S.C. 105, 1104, 1302, 3301,
3302, 3304, and 3330; E.O. 10577, 3 CFR,
1954-58 Comp., p. 218.

Section 330.102 also issued under 5 U.S.C.
3327. Subpart B also issued under 5 U.S.C.
3315 and 8151. Section 330.401 also issued
under 5 U.S.C. 3310. Subpart G also issued
under 5 U.S.C. 8337(h) and 8456(b).

Subpart A—Filling Vacancies in the
Competitive Service

§330.101 Definitions.

In this part:

Agency means:

(1) The executive departments listed
at 5 U.S.C. 101;

(2) The military departments listed at
5 U.S.C. 102;

(3) Government owned corporations
in the executive branch as described at
5 U.S.C. 103;

(4) Independent establishments in the
executive branch as described at 5
U.S.C. 104, including the Nuclear
Regulatory Commission; and

(5) Government Printing Office.

Component means the first major
subdivision of an agency, separately
organized, and clearly distinguished in
work function and operation from other
agency subdivisions, e.g., the Internal
Revenue Service under the Department
of the Treasury or the National Park
Service under the Department of the
Interior.

Local commuting area is defined in
part 351 of this chapter.

Permanent competitive service
workforce and permanent competitive
service employees mean agency
employees in career and career
conditional appointments, tenure
groups I and II, respectively.

Position change is defined in part 210
of this chapter.

Rating of record is defined in part 351
of this chapter.

Representative rate is defined in part
351 of this chapter.

Tenure groups are defined in part 351
of this chapter.

In this subpart:

Vacancy means a vacant position in
the competitive service, regardless of
whether the position will be filled by
permanent or time-limited appointment,

for which an agency is seeking
applications from outside its current
permanent competitive service
workforce.

§330.102 Methods of filling vacancies.

An agency may fill a vacancy in the
competitive service by any method
authorized in this chapter, including
competitive appointment from a list of
eligibles, noncompetitive appointment
under special authority, reinstatement,
transfer, reassignment, change to lower
grade, or promotion. The agency must
exercise discretion in each personnel
action solely on the basis of merit and
fitness, without regard to political or
religious affiliation, marital status, or
race, and veterans’ preference
entitlements.

§330.103 Requirement to notify OPM.

An agency must notify OPM promptly
when:

(a) Filling a vacancy for more than
120 days from outside the agency’s
current permanent competitive service
workforce, as required by the
Interagency Career Transition
Assistance Plan, subpart G of this part,
unless the action to be taken is listed in
subpart G as an exception to that
subpart;

(b) Filling any vacancy under the
agency’s merit promotion procedures
when the agency will accept
applications from outside its permanent
competitive service workforce; and

(c) Filling a vacancy by open
competitive examination, including
direct hire procedures under part 337 of
this chapter, or in the Senior Executive
Service, as required by 5 U.S.C. 3327.

§330.104 Required items for a vacancy
announcement.

(a) The vacancy announcement must
contain the following information:

(1) Name of issuing agency;

(2) Announcement number;

(3) Position title, series, pay plan, and
grade (or pay rate);

(4) Duty location;

(5) Number of vacancies;

(6) Opening date and application
deadline (closing date), plus any other
information dealing with how
application receipt will be controlled,
such as the use of early cut-off dates,
received, or postmarked date;

(7) Qualification requirements,
including knowledge, skills, and
abilities or competencies;

(8) Starting pay;

(9) Brief description of duties;

(10) Basis of rating;

(11) What to file;

(12) Instructions on how to apply;

(13) Information on how to claim
veterans’ preference, if applicable;

(14) Definition of “well-qualified,” as
required by subparts F and G of this
part;

(15) Information on how candidates
eligible under subparts F and G of this
part may apply, including required
proof of eligibility;

(16) Contact person or contact point;

(17) Equal employment opportunity
statement (OPM recommends using the
following statement: “The United States
Government does not discriminate in
employment on the basis of race, color,
religion, sex, national origin, political
affiliation, sexual orientation, marital
status, disability, age, membership in an
employee organization, or other non-
merit factor”); and

(18) Reasonable accommodation
statement.

(b)(1) An agency may use wording of
its choice in its statement that conveys
the availability of reasonable
accommodation required by
§330.104(a)(18). In its reasonable
accommodation statement, an agency
may not list types of medical conditions
or impairments appropriate for
accommodation.

(2) OPM recommends using the
following statement:

“This agency provides reasonable
accommodation to applicants with
disabilities where appropriate. If you
need a reasonable accommodation for
any part of the application and hiring
process, please notify the agency.
Determinations on requests for
reasonable accommodation will be
made on a case-by-case basis.”

§330.105 Instructions on how to add a
vacancy announcement to USAJOBS.

An agency can find the instructions to
add a vacancy announcement to
USAJOBS on OPM’s Web site at http://
www.usajobs.opm.gov. An electronic
file of the complete vacancy
announcement must be included.

§330.106 Funding.

Each year, OPM will charge a fee for
the agency’s share of the cost of
providing employment information to
the public and to Federal employees as
authorized by 5 U.S.C. 3330(f).

Subpart B—Reemployment Priority
List (RPL)

§330.201 Purpose.

(a) The Reemployment Priority List
(RPL) is a required component of agency
placement programs to assist its current
and former competitive service
employees who will be or were
separated by reduction in force (RIF)
under part 351 of this chapter, or who
have recovered from a compensable
work-related injury after more than 1
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year, as required by part 353 of this
chapter. In filling vacancies, an agency
must give its RPL registrants placement
priority for most competitive service
vacancies before hiring someone from
outside its own permanent competitive
service workforce. An agency may
choose to consider RPL placement
priority candidates before other agency
permanent competitive service
employees under its Career Transition
Assistance Plan (CTAP) established
under subpart F of this part, after
fulfilling agency obligations to its CTAP
selection priority candidates.

(b) Agencies must use an RPL to give
placement priority to their:

(1) Current competitive service
employees with a specific notice of RIF
separation or a Certification of Expected
Separation issued under part 351 of this
chapter;

(2) Former competitive service
employees separated by RIF under part
351 of this chapter; and

(3) Former competitive service
employees fully recovered from a
compensable injury (as defined in part
353 of this chapter) after more than 1
year.

(c) All agency components within the
local commuting area use a single RPL
and are responsible for giving placement
priority to the agency’s RPL registrants.

(d) With prior OPM approval, an
agency may operate an alternate
placement program which satisfies the
basic requirements of this subpart,
including veterans’ preference, as an
exception to the RPL regulations under
this subpart. This provision is limited to
reemployment priority because of RIF
separation and allows agencies to adopt
different placement strategies that are
effective for their programs and satisfy
employee entitlements to reemployment
priority.

§330.202 Definitions.

In this subpart:

Competitive area is defined in part
351 of this chapter.

Competitive service appointment
includes new appointments,
reinstatements, reemployment, and
transfers as defined in part 210 of this
chapter, and conversions as defined in
OPM'’s “Guide to Processing Personnel
Actions.”

Injury, in relation to the RPL, is
defined in part 353 of this chapter.

Overseas is defined in part 210 of this
chapter.

Qualified refers to an RPL registrant
who:

(1) Meets OPM-established or
-approved qualification standards and
requirements for the position, including
minimum educational requirements,

and agency-established selective factors
(as this term is used in OPM'’s
“Operating Manual: Qualification
Standards for General Schedule
Positions”);

(2) Will not cause an undue
interruption that would prevent the
completion of required work by the
registrant 90 days after the registrant is
placed in the position (This 90-day
standard should be considered within
the allowable limits of time and quality,
taking into account the pressures of
priorities, deadlines, and other
demands.);

(3) Is physically qualified, with or
without reasonable accommodation, to
perform the duties of the position;

(4) Meets any special OPM-approved
qualifying conditions for the position;
and

(5) Meets any other applicable
requirements for competitive service
appointment.

RPL eligible means a current or former
employee of the agency who meets the
conditions in either paragraph (a) or (b)
of § 330.203. As used in this subpart,
“RPL eligible” and “‘eligible” are
synonymous.

RPL placement priority candidate
means an RPL registrant who is
qualified and available for a specific
agency vacancy.

RPL registrant means an RPL eligible
who submitted a timely RPL application
and who is registered on the agency’s
RPL. As used in this subpart, “RPL
registrant” and “‘registrant’”” are
synonymous.

Vacancy means any vacant position to
be filled by a competitive service
permanent or time-limited appointment.

§330.203 RPL eligibility.

An employee must meet the
conditions in either paragraph (a) or (b)
of this section to be an RPL eligible.

(a) For eligibility based on part 351 of
this chapter, the employee:

(1) Must be serving in an appointment
in the competitive service in tenure
group [ or II;

(2) Must have received either a
specific notice of separation or a
Certification of Expected Separation
under part 351 of this chapter that has
not been cancelled, rescinded, or
modified so that the employee is no
longer under notice of separation;

(3) Must have received a rating of
record of at least fully successful (Level
3) or equivalent as the most recent
performance rating of record; and

(4) Must not have declined an offer
under part 351, subpart G, of this
chapter of a position with the same type
of work schedule and with a
representative rate at least as high as

that of the position from which the
employee will be separated.

(b) For eligibility based on part 353 of
this chapter, the employee or former
employee:

(1) Must be serving in, or separated
from, an appointment in the competitive
service in tenure group I or II;

(2) Must either have accepted a
position at a lower grade or pay level in
lieu of separation or have been
separated because of a compensable
injury or disability (For the purposes of
this subpart, any reference to the
“position from which or will be
separated” includes the position from
which the RPL eligible accepted the
lower graded or pay level position
under this paragraph.);

(3) Must have fully recovered more
than 1 year after compensation began;
and

(4) Must have received notification
from the Office of Workers
Compensation Programs, Department of
Labor, that injury compensation benefits
have ceased or will cease.

§330.204 Agency requirements and
responsibilities.

(a) An agency must establish policies
and maintain an RPL for each local
commuting area in which the agency
has RPL eligibles.

(b) An agency must give each RPL
eligible information about its RPL
program, including Merit Systems
Protection Board appeal rights under
§330.214, when:

(1) The agency issues a RIF separation
notice or a Certification of Expected
Separation under part 351 of this
chapter; or

(2) The employee accepts a position at
a lower grade or pay level or is
separated from the agency because of a
compensable work-related injury.

(c) An agency must register an RPL
eligible on the appropriate RPL no later
than 10 calendar days after receiving the
eligible’s written application.

(d) Agencies must include in their
RPL policies established under this
subpart how they will assist RPL
eligibles who:

(1) Request an RPL application;

(2) Request help in completing the
RPL application; and

(3) Request help in identifying and
listing on the RPL application those
positions within the agency for which
they are qualified and interested.

(e) An agency must give RPL
registrants placement priority for
personnel actions as described in
§330.210.

(f) An agency must not remove an
individual from the RPL under
§330.209(a)(1), (b)(1), or (b)(2) without
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evidence (such as a Postal Service
return receipt signed by addressee only)
showing that the offer, inquiry, or
scheduled interview was made in
writing. The written offer, inquiry, or
scheduled interview must clearly state
that failure to respond will result in
removal from the RPL for positions at
that grade or pay level and for positions
at lower grades and pay levels for which
registered.

§330.205 Agency RPL applications.

Agencies may develop their own
application format which must, at a
minimum:

(a) Allow an RPL eligible to register
for positions at the same representative
rate and work schedule (full-time, part-
time, seasonal, or intermittent) as the
position from which the RPL eligible
was, or will be, separated; and

(b) Allow an RPL eligible to specify
the conditions under which he or she
will accept a position, including grades
or pay levels, appointment type
(permanent or time-limited),
occupations (e.g., position classification
series or career groups), and minimum
number of hours of work per week, as
applicable.

§330.206 RPL registration timeframe and
positions.

(a) To register, an RPL eligible must:

(1) Meet the eligibility conditions
under § 330.203(a) or (b);

(2) Complete an RPL application
prescribed by the current or former
agency and keep the agency informed of
any significant changes in the
information provided; and

(3) Submit the RPL application on or
before the RIF separation date or, if an
RPL eligible under § 330.203(b), within
30 calendar days after the:

(i) Date injury compensation benefits
cease; or

(ii) Date the Department of Labor
denies an appeal for continuation of
injury compensation benefits.

(b) RPL eligibles may register and
receive placement priority for positions
for which they are qualified and that:

(1) Have a representative rate no
higher than the position from which
they were, or will be, separated unless
the eligible was demoted as a tenure
group I or II employee in a previous RIF.
If the eligible was so demoted, the
eligible can register for positions with a
representative rate up to the
representative rate of the position held
on a permanent appointment
immediately before the RIF demotion
was effective;

(2) Have no greater promotion
potential than the position from which
they were, or will be, separated; and

(3) Have the same type of work
schedule as the position from which
they were, or will be, separated.

§330.207 Registration area.

(a) Except as provided in paragraphs
(b) through (e) of this section, RPL
registration is limited to the local
commuting area in which the eligible
was, or will be, separated.

(b) If the agency has, or will have, no
competitive service positions remaining
in the local commuting area from which
the RPL eligible will be separated under
part 351 of this chapter, the agency may
designate a different local commuting
area where there are continuing
positions for the RPL eligible to exercise
placement priority. The agency has sole
discretion to offer this option and over
which local commuting area to
designate.

(c) If the RPL eligible agreed to
transfer with his or her function under
part 351 of this chapter but will be
separated by RIF from the gaining
competitive area, registration is limited
to the RPL covering the gaining
competitive area’s local commuting
area.

(d) If eligible under § 330.203(b),
registration is initially limited to the
RPL covering the local commuting area
of the position from which the
employee was separated. Agencies must
establish a fair and consistent policy
which permits RPL eligibles to expand
their registration to available local
commuting areas mutually acceptable to
the RPL eligible and the agency, up to
agency-wide as required by 5 U.S.C.
8151. In lieu of expanded registration,
the agency policy may provide for the
RPL eligible to elect to receive
placement priority for the next best
available position in the former local
commuting area.

(e) If the RPL eligible was, or will be,
separated from an overseas position (see
part 301 of this chapter), RPL
registration is limited to the local
commuting area in which the eligible
was, or will be, separated, unless:

(1) The agency approves a written
request by the RPL eligible for
registration in the local commuting area
from which employed for overseas
service, or in another area within the
United States that is mutually
acceptable to the eligible and the
agency; or

(2) The agency has a formal program
for rotating employees between overseas
areas and the United States, and the RPL
eligible’s preceding and prospective
overseas service would exceed the
maximum duration of an overseas duty
tour in the rotation program. In this
case, the eligible may register for a local

commuting area within the United
States that is mutually acceptable to the
eligible and the agency.

§330.208 Duration of RPL registration.
(a) RPL registration expires 2 years
from the date of separation under part
351 of this chapter, or 2 years from the

date the agency registers the RPL
eligible under § 330.206(a)(3)(i) or (ii),
unless the registrant is removed from
the RPL for a reason specified in
§330.209.

(b) OPM may extend the registration
period when an RPL eligible does not
receive a full 2 years of placement
priority, for example, because of
administrative or procedural error.

§330.209 Removal from an RPL.

(a) An RPL registrant is removed from
the RPL at all registered grades or pay
levels if the registrant:

(1) Declines or fails to reply to the
agency’s inquiry about an RPL offer of
a career, career-conditional, or excepted
appointment without time limit for a
position having the same type of work
schedule and a representative rate at
least as high as the position from which
the registrant was, or will be, separated;

(2) Receives a written cancellation,
rescission, or modification to:

(i) The RIF separation notice or
Certification of Expected Separation so
that the employee no longer meets the
conditions for RPL eligibility in
§330.203(a); or

(ii) The notification of cessation of
injury compensation benefits so that
injury compensation benefits continue;

(3) Separates from the agency for any
other reason (such as retirement,
resignation, or transfer) before the RIF
separation effective date. Registration
continues if the RPL registrant retires on
or after the RIF separation effective date.
This paragraph does not apply to an
RPL registrant under § 330.203(b);

(4) Requests the agency to remove his
or her name from the RPL;

(5) Is placed in a position without
time limit at any grade or pay level
within the agency;

(6) Is placed in a position under a
career, career-conditional, or excepted
appointment without time limit at any
grade or pay level in any agency; or

(7) Leaves the area covered by an
overseas RPL (see 5 CFR part 301) or is
ineligible for continued overseas
employment because of previous service
or residence.

(b) An RPL registrant is removed from
the RPL at registered grades or pay
levels with a representative rate at and
below the representative rate of a
position offered by the agency if the
offered position is below the last grade
or pay level held and the registrant:
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(1) Declines or fails to reply to the
agency’s inquiry about an RPL offer of
a career, career-conditional, or excepted
appointment without time limit for a
position meeting the acceptable
conditions shown on the RPL
registrant’s application; or

(2) Declines or fails to appear for a
scheduled interview.

(c) An RPL registrant removed from
the RPL under paragraph (b) of this
section at lower grade(s) or pay level(s)
than the last grade or pay level held
remains on the RPL for positions with
a representative rate higher than the
offered position up to the grade or pay
level last held, unless registration
expires or otherwise terminates.

(d) Declination of time-limited
employment does not affect RPL
eligibility.

§330.210 Applying RPL placement
priority.

(a) RPL placement priority applies to:

(1) Permanent and time-limited
positions to be filled by competitive
service appointment; and

(2) The grade or pay level at which
the agency fills the position. If a
position is available at multiple grades
or pay levels, placement priority applies
at the grade or pay level at which the
position is ultimately filled.

(b) An agency must not effect a
permanent or time-limited competitive
service appointment of another
individual if there is an RPL placement
priority candidate registered for the
vacancy, unless the action is listed as an
exception in §330.211.

(c) An agency must document that
there are no RPL placement priority
candidates for the vacancy when
requesting a competitive certificate of
eligibles under part 332 of this chapter.
Similarly, an agency must offer the
vacancy to any RPL placement priority
candidate(s) before effecting an
appointment under a noncompetitive
appointing authority, such as under part
315 of this chapter.

(d) Once an agency has ensured there
are no RPL placement priority
candidates for a particular vacancy and
documents in writing an employment
offer that is accepted by another
individual, the agency may fulfill that
employment offer to that individual.

§330.211
priority.
An agency may effect the following
personnel actions as exceptions to

§330.210:

(a) Fill a vacancy with an employee of
the agency’s current permanent
competitive service workforce through
detail or position change, subject to the
requirements of subpart F of this part;

Exceptions to RPL placement

(b) Appoint a 10-point preference
eligible through an appropriate
appointing authority;

(c) Appoint a current or former
employee exercising restoration rights
under part 353 of this chapter based on
return from military service or recovery
from a compensable injury or disability
within 1 year;

(d) Appoint a current or former
employee exercising other statutory or
regulatory reemployment rights;

(e) Fill a specific position when all
RPL placement priority candidates
decline an offer of the position or fail to
respond to a written agency inquiry
about their availability;

(f) Convert an employee serving under
an appointment that provides
noncompetitive conversion eligibility to
a competitive service appointment,
including from:

(1) A Veterans Recruitment
Appointment under part 307 of this
chapter;

(2) An appointment under 5 U.S.C.
3112 and part 316 of this chapter of a
veteran with a compensable service-
connected disability of 30 percent or
more; and

(3) An excepted service appointment
under part 213 of this chapter, such as
for persons with disabilities or in the
Presidential Management Fellow
Program, the Student Career Experience
Program, or the Federal Career Intern
Program;

(g) Reappoint without a break in
service to the same position currently
held by an employee serving under a
temporary appointment of 1 year or less
(only to another temporary appointment
not to exceed 1 year or less);

(h) Extend an employee’s temporary
or term appointment up to the
maximum permitted by the
appointment authority or as authorized
by OPM; or

(i) Appoint an individual under an
excepted service appointing authority.

§330.212 Agency flexibilities.

An agency may provide the following
flexibilities within its written RPL
policies established under this subpart:

(a) Allow RPL eligibles to register
only for certain sub-areas of a local
commuting area when the agency has
components dispersed throughout a
large commuting area. However, an
agency cannot deny registration
throughout the local commuting area if
the RPL eligible requests it.

(b) Suspend an RPL registration for all
positions, permanent and time-limited,
if the agency is unable, through
documented written means, to contact
the RPL registrant; however, the agency
must reactivate an RPL registration

when the registrant submits an updated
application or otherwise requests
reactivation in writing. Registration
suspension and reactivation do not
change the expiration date of the
original registration period set in
§330.208.

(c)(1) Modify the OPM or OPM-
approved qualification standard used to
determine if an RPL eligible is qualified
for a position, provided the:

(i) Exception is applied consistently
and equitably in filling a position;

(ii) RPL registrant meets any
minimum educational requirements for
the position; and

(i1i) RPL registrant has the capacity,
adaptability, and special skills needed
to satisfactorily perform the duties and
responsibilities of the position, as
determined by the agency.

(2) Any modification to the
qualification standard under paragraph
(c)(1) of this section does not authorize
a waiver of the selection order required
under § 330.210.

(d) Permit RPL eligibles to register for
positions with work schedules different
from the work schedule of the position
from which they were, or will be,
separated.

(e) Permit RPL registrants to update
their qualifications or conditions for
accepting positions during the RPL
registration period. If adopted, the
agency must update the RPL registrant’s
registration information within 10
calendar days of receipt of the
registrant’s written request. The updated
registration information would apply
only to those vacancies becoming
available after the agency updates the
RPL registrant’s registration.

§330.213 Selection from an RPL.

(a) Methods. An agency must adopt
one of the selection methods in
paragraphs (b), (c), or (d) of this section
for a single RPL. The agency may adopt
the same method for each RPL it
establishes or may vary the method by
location, but it must adopt a written
policy for each RPL it establishes and
maintains. While an agency may not
vary the method used for an individual
vacancy, it may at any time change the
selection method for all positions
covered by a single RPL.

(b) Retention standing order. For each
vacancy to be filled, the agency places
qualified RPL placement priority
candidates in tenure group and
subgroup order in accordance with part
351 of this chapter. In making a
selection, an agency may not pass over
a candidate in tenure group I to select
from tenure group II and, within a
tenure group, may not pass over a
candidate in a higher subgroup to select
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from a lower subgroup. Within a
subgroup, an agency may select any
candidate without regard to order of
retention standing.

(c)(1) Numerical scoring. For each
vacancy to be filled, the agency rates
RPL placement priority candidates
according to their job experience and
education. The agency must use job-
related evaluation criteria for the
position to be filled that is capable of
distinguishing differences in
qualifications measured and must apply
the criteria in a fair and consistent
manner. The agency assigns the
candidates a numerical score of at least
70 on a scale of 100, based on the
evaluation criteria developed under this
paragraph. The agency must grant 5
additional points to veterans’ preference
eligibles under 5 U.S.C. 2108(3)(A) and
(B), and 10 additional points to
veterans’ preference eligibles under 5
U.S.C. 2108(3)(C) through (G).

(2) RPL placement priority candidates
with an eligible numerical score are
ranked in the following order:

(i) Veterans’ preference eligibles
having a compensable service-
connected disability of 10 percent or
more in the order of their augmented
ratings, unless the position to be filled
is a professional or scientific position at
or above the GS—9 level, or equivalent;
and

(ii) All other candidates in the order
of their augmented ratings. At each
score, candidates entitled to 10 point
veterans’ preference will be entered
ahead of all other candidates, and those
entitled to 5 point veterans’ preference
will be entered ahead of those
candidates not entitled to veterans’
preference.

(3) The agency must make its
selection from among the highest three
candidates available and may not pass
over a veterans’ preference eligible to
select a nonpreference eligible.

(d) Alternative rating and selection.
(1) For each vacancy to be filled, the
agency may use alternative rating (also
called category rating) as described in 5
U.S.C. 3319 and part 337 of this chapter.
The agency assesses RPL placement
priority candidates against job-related
evaluation criteria and then places them
into two or more pre-defined quality
categories.

(2) To use this method, the agency
must:

(i) Establish a system for evaluating
RPL placement priority candidates that
provides for two or more quality
categories;

(ii) Define each quality category
through job analysis conducted in
accordance with the “‘Uniform
Guidelines on Employee Selection

Procedures” at 29 CFR part 1607 and
part 300 of this chapter. Each quality
category must have a clear definition
that distinguishes it from other quality
categories; and

(i11) Place candidates into the
appropriate quality categories based
upon their job-related competencies,
knowledge, skills, and abilities.

(3) Veterans’ preference must be
applied as prescribed in 5 U.S.C.
3319(b) and (c)(2). Veterans’ preference
points as prescribed in paragraph (c)(1)
of this section are not applied under this
method.

(4) The agency must make its
selection from the highest quality
category.

(e) Application-based procedure. (1)
An agency may adopt an application-
based procedure which allows RPL
registrants to apply directly for RPL
placement priority under an advertised
vacancy announcement. Before using
this procedure, the agency must
establish policies and procedures for:

(i) Informing RPL registrants of
available vacancies;

(ii) Informing RPL registrants of
acceptable application formats,
including how to permanently change
initial registration information and how
to apply changes only to the specific
vacancy announcement for which the
application is made;

(iii) Determining the method under
which the RPL registrant will be rated
and ranked (paragraph (b), (c), or (d) of
this section); and

(iv) Informing each RPL registrant
who applies under this method whether
he or she was determined to be an RPL
placement priority candidate and the
outcome of the selection process, if the
candidate was referred for selection.

(2) RPL registrants may not be
removed from the RPL for failure to
apply for a vacancy under this
paragraph. Registration continues until
it expires or the registrant is removed
from the RPL under § 330.209.

§330.214 Appeal rights.

An RPL registrant who believes the
agency violated his or her
reemployment rights under this subpart
by employing another person who
otherwise could not have been
appointed properly may appeal to the
Merit Systems Protection Board under
the Board’s regulations.

Subpart C—[Reserved]

Subpart D—Positions Restricted to
Preference Eligibles

§330.401 Restricted positions.

Under 5 U.S.C. 3310, competitive
examinations for the positions of

custodian, elevator operator, guard, and
messenger (referred to in this subpart as
restricted positions) are restricted to
preference eligibles as long as a
preference eligible is available. For more
information on these restricted
positions, refer to the OPM Delegated
Examining Operations Handbook.

§330.402 Exceptions to restriction.

(a) An agency may fill a restricted
position with a nonpreference eligible
under the following circumstances:

(1) By competitive examination when
no preference eligible applies;

(2) By position change (promotion,
demotion, or reassignment) to a position
in the organizational entity (i.e., the part
of an agency from which selections are
normally made for promotion or
reassignment to the position in
question) in which the nonpreference
eligible is employed;

(3) By reemployment in the agency
where the nonpreference eligible was
formerly employed when he or she is
being appointed from the
Reemployment Priority List under
subpart B of this part;

(4) By reinstatement in the agency
where the nonpreference eligible was
formerly employed when he or she was
last separated because of disability
retirement; or

(5) By reappointment of certain
temporary employees as provided for in
part 316 of this chapter.

(b) Except as indicated in paragraph
(a) of this section, OPM must authorize
any other agency noncompetitive action
(e.g., under an authority specified in
part 315 of this chapter) to fill a
restricted position with a nonpreference
eligible.

§330.403 Positions brought into the
competitive service.

An agency may convert the
appointment of a nonpreference eligible
whose restricted position was brought
into the competitive service under part
316 of this chapter, and who meets the
requirements for conversion under part
315 of this chapter, to career or career
conditional appointment.

§330.404 Displacement of preference
eligibles occupying restricted positions in
contracting out situations.

An individual agency and OPM both
have additional responsibilities when
the agency decides, in accordance with
the Office of Management and Budget
(OMB) Circular A-76, to contract out
the work of a preference eligible who
holds a restricted position. These
additional responsibilities as described
in §§330.405 and 330.406 are
applicable if a preference eligible holds
a competitive service position that is:
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(a) A restricted position as designated
in 5 U.S.C. 3310 and §330.401; and

(b) In tenure group I or II, as defined
in §351.501(b)(1) and (2) of this chapter.

§330.405 Agency placement assistance.

An agency that separates a preference
eligible from a restricted position by
reduction in force under part 351 of this
chapter because of a contracting out
situation covered in § 330.404 must,
consistent with § 330.603, advise the
employee of the opportunity to
participate in available career transition
programs. The agency is also
responsible for:

(a) Applying OMB’s policy directives
on the preference eligible’s right of first
refusal for positions that are contracted
out to the private sector; and

(b) Cooperating with State units as
designated or created under title I of the
Workforce Investment Act of 1998 to
retrain displaced preference eligibles for
other continuing positions.

§330.406 OPM placement assistance.

OPM’s responsibilities include:

(a) Assisting agencies in operating
positive placement programs, such as
the Career Transition Assistance Plan,
which is authorized by subpart F of this
part;

(b) Providing interagency selection
priority through the Interagency Career
Transition Assistance Plan, which is
authorized by subpart G of this part; and

(c) Encouraging cooperation between
local Federal activities to assist these
displaced preference eligibles in
applying for other Federal positions,
including positions with the U.S. Postal
Service.

§330.407 Eligibility for the Interagency
Career Transition Assistance Plan.

(a) A preference eligible who is
separated from a restricted position by
reduction in force under part 351 of this
chapter because of a contracting out
situation covered in § 330.404 has
interagency selection priority under the
Interagency Career Transition
Assistance Plan, which is authorized by
subpart G of this part.

(b) A preference eligible covered by
this subpart is eligible for the
Interagency Career Transition
Assistance Plan for 2 years following
separation by reduction in force from a
restricted position.

Subpart E—Restrictions to Protect
Competitive Principles

§330.501 Purpose.

The restrictions in this subpart are
designed to prevent circumvention of
the open competitive examination
system defined in Civil Service Rule 1.3

(5 CFR 1.3). These restrictions limit an
appointee’s immediate movement to
another position after appointment from
a competitive certificate of eligibles.

§330.502 General restriction on movement
after competitive appointment.

(a) An agency must wait at least 90
days since an employee’s latest
nontemporary competitive appointment
before the agency may take the
following actions:

(1) Promote an employee;

(2) Transfer, reinstate, reassign, or
detail an employee to a different
position; or

(3) Transfer, reinstate, reassign, or
detail an employee to a different
geographical area.

(b) Upon written request from an
agency, OPM may waive the restriction
against movement to a different
geographical area when moving such an
employee is consistent with open
competition principles.

§330.503 Ensuring agency compliance
with the principles of open competition.

OPM will review appointments made
from competitive examinations and
subsequent position changes to
determine if agencies are complying
with open competition principles. The
fact that an agency waited 90 days to
make the changes, as required under
this subpart, is not an absolute
protection. If OPM finds that an agency
has not complied with these principles,
either in an individual instance or on a
program-wide basis, OPM will order an
agency to correct the situation.

§330.504 Exception to the general
restriction.

The restrictions in this subpart do not
apply to a person who is eligible for a
competitive appointment from a
certificate of eligibles under part 332 of
this chapter.

Subpart F—Agency Career Transition
Assistance Plan (CTAP) for Local
Surplus and Displaced Employees

§330.601 Purpose.

(a) Agency Career Transition
Assistance Plans (CTAPs) provide intra-
agency selection priority for its eligible
surplus and displaced employees. This
subpart sets forth minimum
requirements for agency plans and
establishes requirements for CTAP
selection priority.

(b) Consistent with these regulations
and at their discretion, agencies may
supplement these requirements to
expand career transition opportunities
to their surplus and displaced workers.

(c) With prior OPM approval, an
agency may operate an alternate

placement program which satisfies the
basic requirements of this subpart as an
exception to CTAP selection priority
under this subpart. This provision
allows agencies to adopt different
placement strategies that are effective
for their programs while satisfying
employee entitlements to selection
priority.

§330.602 Definitions.

For purposes of this subpart:

CTAP eligible means an agency
surplus or displaced employee who has
a current performance rating of record of
at least fully successful (Level 3) or
equivalent. As used in this subpart,
“CTAP eligible” and “eligible” are
synonymous.

CTAP selection priority candidate
means a CTAP eligible who applied for
and was determined to be well-qualified
by the agency and whom the agency
must select over any other applicant for
the vacancy, unless the action to be
taken is listed as an exception under
§330.609.

Displaced means an agency employee
in one of the following two categories:

(1) A current career or career-
conditional (tenure group I or II)
competitive service employee at grade
GS-15 (or equivalent) or below who:

(i) Received a reduction in force (RIF)
separation notice under part 351 of this
chapter and has not declined an offer
under part 351, subpart G, of this
chapter of a position with the same type
of work schedule and a representative
rate at least as high as that of the
position from which the employee will
be separated; or

(ii) Received a notice of proposed
removal under part 752 of this chapter
for declining a directed geographic
relocation outside of the local
commuting area (e.g., a directed
reassignment or change in duty station).

(2) A current excepted service
employee on an appointment without
time limit at grade level GS—15 (or
equivalent) or below who:

(i) Is covered by a law providing both
noncompetitive appointment eligibility
to, and selection priority for,
competitive service positions; and

(ii) Received a RIF separation notice
under part 351 of this chapter or a
notice of proposed removal under part
752 of this chapter for declining a
directed geographic relocation outside
the local commuting area (e.g., a
directed reassignment or a change in
duty station).

Surplus means an agency employee in
one of the following three categories:

(1) A current career or career-
conditional (tenure group I or II)
competitive service employee at grade
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GS-15 (or equivalent) or below who
received a Certification of Expected
Separation under part 351 of this
chapter or other official agency
certification or notification indicating
that the employee’s position is surplus
(for example, a notice of position
abolishment or a notice of eligibility for
discontinued service retirement).

(2) A current excepted service
employee on an appointment without
time limit at grade GS—15 (or
equivalent) or below who:

(i) Is covered by a law providing both
noncompetitive appointment eligibility
to, and selection priority for,
competitive service positions; and

(ii) Received a Certification of
Expected Separation under part 351 of
this chapter or other official agency
certification or notification indicating
that the employee’s position is surplus
(for example, a notice of position
abolishment or a notice of eligibility for
discontinued service retirement).

(3) A current excepted service
employee on a Schedule A or B
appointment without time limit at grade
level GS—15 (or equivalent) or below
who is in an agency offering CTAP
selection priority to its excepted service
employees and who:

(1) Received a Certification of
Expected Separation under part 351 of
this chapter or other official agency
certification indicating that the
employee is surplus (for example, a
notice of position abolishment, or notice
of eligibility for discontinued service
retirement); or

(ii) Received a RIF notice of
separation under part 351 of this
chapter or a notice of proposed removal
under part 752 of this chapter for
declining a directed geographic
relocation outside the local commuting
area (e.g., a directed reassignment or a
change in duty station).

Vacancy means a vacant competitive
service position at grade GS—15 (or
equivalent) or below to be filled for a
total of 121 days or more, including all
extensions, regardless of whether the
agency issues a specific vacancy
announcement.

§330.603 Requirements for agency
CTAPs.

(a) Each agency must establish a
CTAP for their surplus and displaced
employees. Each agency must send its
plan, and any modifications, to OPM’s
Division of Strategic Human Resources
Policy after approval by an authorized
agency official.

(b) Each agency must uniformly and
consistently apply its CTAP and these
regulations to all surplus and displaced
employees.

(c) In addition to a description of the
agency'’s selection priority policies
required by § 330.604, a CTAP must
describe the agency’s policies with
regard to how it will provide career
transition services to all its surplus and
displaced agency employees, including
excepted service and Senior Executive
Service employees. The plan must
describe:

(1) The types of career transition
services the agency will provide;

(2) Policies on employees’ and former
employees’ use of transition services
and facilities, including:

(i) Excused absences for transition-
related activities;

(ii) Access to services or facilities after
separation;

(iii) Orientation sessions on career
transition services and information as
described in § 330.608(a) and (b),
respectively;

(iv) Retraining policies;

(v) Access to agency CTAP services
and resources by all employees,
including those with disabilities, those
in field offices, and those in remote
sites;

(vi) Access to other Federal, State, and
local resources available to support
career transition for employees with
disabilities; and

(vii) Availability of employee
assistance programs and services.

(d) An agency’s CTAP must also
describe the agency’s policies and
procedures for its Reemployment
Priority List established under subpart B
of this part and the Interagency Career
Transition Placement Plan established
under subpart G of this part.

§330.604 Requirements for agency CTAP
selection priority.

In addition to the overall
requirements of § 330.603, an agency’s
CTAP must describe:

(a) How the agency will provide
CTAP selection priority to surplus and
displaced employees for vacancies in
the local commuting area before
selecting any other candidate from
either within or outside the agency;

(b) Procedures for reviewing CTAP
eligibles’ qualifications and resolving
qualification issues or disputes;

(c) Decisions involving discretionary
areas under § 330.607 (such as whether
excepted service employees will receive
CTAP selection priority, priority of
surplus versus displaced employees,
designation of agency components, and
selection priority beyond the local
commuting area); and

(d) When and how the agency will
inform its surplus and displaced
employees about CTAP eligibility
criteria, as required by § 330.608(b),

how to apply for agency vacancies, and
how to request CTAP selection priority.

§330.605 Agency responsibilities for well-
qualified decisions.

(a) An agency must define what
constitutes a well-qualified candidate
for its specific vacancies, consistent
with this subpart, and uniformly apply
that definition to all CTAP eligibles
being considered for the vacancy.

(b) An agency must conduct an
independent second review and
document the specific job-related
reasons whenever a CTAP eligible is
determined to be not well-qualified
under the agency’s definition. The
agency must give the CTAP eligible the
written results of this review as required
by § 330.608(e).

§330.606 Minimum criteria for agency
well-qualified definition.

(a) At a minimum, the agency must
define “well-qualified” as having
knowledge, skills, abilities, and/or
competencies clearly exceeding the
minimum qualification requirements for
the vacancy. The agency definition may
or may not equate to the highly or best
qualified assessment criteria established
for the vacancy; however, the agency
definition of “well-qualified” must
satisfy the criteria in paragraph (b) of
this section.

(b) Under an agency’s definition of
“well-qualified,” the agency must be
able to determine whether a CTAP
eligible:

(1) Meets the basic eligibility
requirements (including employment
suitability requirements under part 731
of this chapter and any medical
qualifications requirements),
qualification standards (including
minimum educational and experience
requirements), and any applicable
selective factors;

(2) Is physically qualified, with or
without reasonable accommodation, to
perform the essential duties of the
position;

(3) Meets any special qualifying
conditions of the position;

(4) Is able to satisfactorily perform the
duties of the position upon entry; and

(5) At agency discretion, either:

(i) Rates at or above specified level(s)
on all quality ranking factors; or

(ii) Rates above minimally qualified in
the agency’s rating and ranking process.

(c) An agency may include the results
of a scored structured interview process
in determining whether a CTAP eligible
is well-qualified.

§330.607 Applying CTAP selection
priority.

(a) An agency must not place any
other candidate from within or outside
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the agency into a vacancy if there is an
available CTAP selection priority
candidate, unless the personnel action
to be effected is an exception under
§330.609.

(b) In accordance with the conditions
of part 300, subpart E, of this chapter,
an agency may not procure temporary
help services under that subpart until a
determination is made that no CTAP
eligible is available.

(c) CTAP selection priority applies to
a vacancy that:

(1) Is at a grade or pay level with a
representative rate no higher than the
representative rate of the grade or pay
level of the CTAP eligible’s permanent
position of record;

(2) Has no greater promotion potential
than the CTAP eligible’s permanent
position of record;

(3) Is in the same local commuting
area as the CTAP eligible’s permanent
position of record;

(4) Is filled during the CTAP eligible’s
eligibility period; and, if applicable,

(5) Is filled under the same excepted
appointing authority as the CTAP
eligible’s permanent position of record
if the CTAP eligible is an excepted
service employee and the agency CTAP
provides selection priority in the
excepted service.

(d) An agency may take actions under
§ 335.102 of this chapter to place a
permanent competitive service
employee into a vacancy if there are no
CTAP eligible employees in the local
commuting area or if no CTAP eligibles
apply for the vacancy.

(e) An agency component may place
a component employee within the local
commuting area in the vacancy after the
component applies CTAP selection
priority to its employees.

(f) If there are two or more CTAP
selection priority candidates for a
vacancy, the agency may place any of
them. An agency may decide the
specific order of selection among CTAP
selection priority candidates. For
example, an agency may:

(1) Provide a displaced candidate
higher priority than a surplus candidate;
or

(2) Provide an internal component
candidate higher priority than another
component’s candidate.

(g) After an agency makes the vacancy
available to its CTAP eligibles and
meets its obligation to any CTAP
selection priority candidates, the agency
may place into the vacancy any other
permanent competitive service
candidate from within its workforce,
under appropriate staffing procedures.

(h) An agency may provide CTAP
selection priority to eligible employees
from another commuting area after

fulfilling its obligation to CTAP
selection priority candidates in the local
commuting area.

(i) An agency may deny a CTAP
eligible future selection priority if the
eligible:

(1) Declines an offer of a permanent
appointment at any grade or pay level
in the competitive or excepted service;
or

(2) Fails to respond within a
reasonable period of time, as defined by
the agency, to an offer of a permanent
appointment at any grade or pay level
in the competitive or excepted service.

(j) Before appointing an individual
from outside the agency’s permanent
competitive service workforce, the
agency must follow the requirements of
subparts B and G of this part.

§330.608 Other agency CTAP
responsibilities.

(a) An agency must make a career
transition orientation session available
to all agency surplus and displaced
employees with information on
selection priority under this subpart and
subparts B and G. Such orientation
sessions may be in person or web-based
through an agency automated training
system or intranet.

(b) An agency must give each agency
CTAP eligible written information on
selection priority under its plan,
explaining how to locate and apply for
agency vacancies and request selection
priority. The agency may meet this
requirement by providing a copy of its
CTAP established under § 330.603.

(c) An agency must take reasonable
steps to ensure that agency CTAP
eligibles have access to information on
all vacancies, including how CTAP
eligibles can apply, what proof of
eligibility is required, and the agency
definition of “well-qualified” for the
vacancy.

(d) If the agency can document that
there are no CTAP eligibles in a local
commuting area, the agency need not
post the vacancy for CTAP eligibles.

(e) An agency must provide a CTAP
eligible who applied for a specific
vacancy written notice of the final status
of his or her application, including
whether the eligible was determined to
be well-qualified. The agency notice
must include the results of the
independent, second review under
§330.605(b), if applicable; whether
another CTAP selection priority
candidate was hired; whether the
position was filled under an exception
listed in § 330.609; and whether the
recruitment was cancelled.

§330.609 Exceptions to CTAP selection
priority.

An agency may effect the following
personnel actions as exceptions to
§330.607:

(a) Reemploy a former agency
employee with regulatory or statutory
reemployment rights, including the
reemployment of an injured worker who
either has been restored to earning
capacity by the Office of Workers’
Compensation Programs, Department of
Labor, or has received a notice that his
or her compensation benefits will cease
because of full recovery from the
disabling injury or illness;

(b) Reassign or demote an employee
under part 432 or 752 of this chapter;

(c) Appoint an individual for a period
limited to 120 or fewer days, including
all extensions;

(d) Reassign agency employees
between or among positions in the local
commuting area (sometimes called job
swaps) when there is no change in grade
or promotion potential and no actual
vacancy results;

(e) Convert an employee currently
serving under an appointment providing
noncompetitive conversion eligibility to
a competitive service appointment,
including from:

(1) A Veterans Recruitment
Appointment under part 307 of this
chapter;

(2) An appointment under 5 U.S.C.
3112 and part 316 of this chapter of a
veteran with a compensable service-
connected disability of 30 percent or
more; and

(3) An excepted service appointment
under part 213 of this chapter, such as
for persons with disabilities or in the
Presidential Management Fellow
Program, the Student Career Experience
Program, or the Federal Career Intern
Program;

(f) A personnel action taken under, or
specifically in lieu of, part 351 of this
chapter;

(g) A position change of an employee
into a different position as a result of a
formal reorganization, as long as the
former position ceases to exist and no
actual vacancy results;

(h) Assign or exchange an employee
under a statutory program, such as
subchapter VI of chapter 33 of title 5,
United States Code (also called the
Intergovernmental Personnel Act), or
the Information Technology Exchange
Program under chapter 37 of title 5,
United States Code;

(i) Appoint an individual under an
excepted service appointing authority;

(j) A position change of an employee
within the excepted service;

(k) Detail an employee within the
agency;
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(1) Promote an employee for a period
limited to 120 or fewer days, including
all extensions;

(m) A position change of a surplus or
displaced employee in the local
commuting area;

(n) A position change of an employee
under 5 U.S.C. 8337 or 8451 to allow
continued employment of an employee
who is unable to provide useful and
efficient service in his or her current
position because of a medical condition;

(0) A position change of an employee
to a position that constitutes a
reasonable offer as defined in 5 U.S.C.
8336(d) and 8414(b);

(p) A position change of an employee
resulting from a reclassification action
(such as accretion of duties or an action
resulting from application of new
position classification standards);

(q) Promote an employee to the next
higher grade or pay level of a designated
career ladder position;

(r) Recall a seasonal or intermittent
employee from nonpay status;

(s) A position change of an injured or
disabled employee to a position in
which he or she can be reasonably
accommodated;

(t) A personnel action for an employee
pursuant to the settlement of a formal
complaint, grievance, appeal, or other
litigation;

(u) Reassign or demote an employee
under § 315.907 of this chapter for
failure to complete a supervisory or
managerial probationary period;

(v) Retain an individual whose
position is brought into the competitive
service under part 316 of this chapter
and convert that individual, when
applicable, under part 315 of this
chapter;

(w) Retain an employee covered by an
OPM-approved variation under Civil
Service Rule 5.1 (5 CFR 5.1);

(x) Reemploy a former agency
employee who retired under a formal
trial retirement and reemployment
program and who requests
reemployment under the program’s
provisions and applicable time limits;

(y) Extend a time-limited promotion
or appointment up to the maximum
period allowed (including any OPM-
approved extensions beyond the
regulatory limit on the time-limited
promotion or appointment), if the
original action was made subject to
CTAP selection priority and the original
announcement or notice stated that the
promotion or appointment could be
extended without further
announcement;

(z) Transfer an employee between
agencies under appropriate authority
during an interagency reorganization,

interagency transfer of function, or
interagency mass transfer;

(aa) Appoint a member from the
Senior Executive Service into the
competitive service under 5 U.S.C.
3594;

(bb) Transfer an employee voluntarily
from one agency to another under a
Memorandum of Understanding or
similar agreement under appropriate
authority resulting from an interagency
reorganization, interagency transfer of
function, or interagency mass transfer,
when both the agencies and the affected
employee agree to the transfer;

(cc) Reassign an employee whose
position description or other written
mobility agreement provides for
reassignment outside the commuting
area as part of a planned agency
rotational program; or

(dd) Transfer or a position change of
an employee under part 412 of this
chapter.

§330.610 CTAP eligibility period.

(a) CTAP eligibility begins on the date
the employee meets the definition of
surplus or displaced in § 330.602.

(b) CTAP eligibility ends on the date
that the employee:

(1) Separates from the agency either
voluntarily or involuntarily;

(2) Receives a notice rescinding,
canceling, or modifying the notice
which established CTAP eligibility so
that the employee no longer meets the
definition of surplus or displaced.

(3) Is placed in another position
within the agency at any grade or pay
level, either permanent or time-limited,
before the agency separates the
employee; or

(4) Is appointed to a career, career-
conditional, or excepted appointment
without time limit in any agency at any
grade or pay level.

§330.611
priority.

(a) CTAP selection priority for a
specific agency vacancy begins when a
CTAP eligible:

(1) Submits all required application
materials, including proof of eligibility,
within agency-established timeframes;
and,

(2) The agency determines the eligible
is well-qualified for the vacancy.

(b) An agency may allow CTAP
eligible employees to become CTAP
selection priority candidates for
positions in other local commuting
areas only if there are no CTAP
selection priority candidates within the
local commuting area of the vacancy.

(c) An agency may deny future CTAP
selection priority for agency positions if
the CTAP eligible declines an offer of

Establishing CTAP selection

permanent appointment at any grade
level (whether it is a competitive or
excepted appointment).

§330.612 Proof of eligibility.

(a) The CTAP eligible must submit a
copy of one of the documents listed
under the definition of displaced or
surplus in § 330.602 to establish
selection priority under § 330.611.

(b) The CTAP eligible may also
submit a copy of a RIF notice with an
offer of another position, accompanied
by the signed declination of the offer.
The RIF notice must state that
declination of the offer will result in
separation under RIF procedures.

§330.613 OPM’s role in CTAP.

OPM has oversight of CTAP and may
conduct reviews of agency compliance
and require corrective action at any
time.

Subpart G—Interagency Career
Transition Assistance Plan (ICTAP) for
Displaced Employees

§330.701 Purpose.

The Interagency Career Transition
Assistance Program (ICTAP) provides
eligible displaced Federal employees
with interagency selection priority for
vacancies in agencies that are filling
positions from outside their respective
permanent competitive service
workforces. The ICTAP selection
priority does not apply in the ICTAP
eligible’s current or former agency and
it does not prohibit movement of
permanent competitive service
employees within an agency, as
permitted by subpart F of this part. This
subpart establishes requirements for
ICTAP selection priority.

§330.702 Definitions.

In this subpart:

Displaced means an individual in one
of the following categories:

(1) A current career or career-
conditional (tenure group I or II)
competitive service employee of any
agency at grade GS—15 (or equivalent) or
below whose current performance rating
of record is at least fully successful
(Level 3) or equivalent and who:

(i) Received a reduction in force (RIF)
separation notice under part 351 of this
chapter and has not declined an offer
under part 351, subpart G, of this
chapter of a position with the same type
of work schedule and a representative
rate at least as high as that of the
position from which the employee will
be separated; or

(ii) Received a notice of proposed
removal under part 752 of this chapter
for declining a directed geographic
relocation outside the local commuting
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area (e.g., a directed reassignment or a
change in duty station).

(2) A former career or career-
conditional (tenure group I or II)
competitive service employee of any
agency at grade GS—15 (or equivalent) or
below whose last performance rating of
record was at least fully successful
(Level 3) or equivalent who was either:

(i) Separated by RIF under part 351 of
this chapter and did not decline an offer
under part 351, subpart G, of this
chapter of a position with the same type
of work schedule and a representative
rate at least as high as that of the
position from which the employee was
separated; or

(ii) Removed under part 752 of this
chapter for declining a directed
geographic relocation outside the local
commuting area (e.g., a directed
reassignment or a change in duty
station).

(3) A former career or career-
conditional employee of any agency
who was separated because of a
compensable work-related injury or
illness as provided under 5 U.S.C.
chapter 81, subchapter I, whose
compensation was terminated and who
has received certification from the
former employing agency that it is
unable to place the employee as
required by part 353 of this chapter.

(4) A former career or career-
conditional (tenure group I or II)
competitive service employee of any
agency who retired with a disability
annuity under 5 U.S.C. 8337 or 8451
and who has received notification from
OPM that the disability annuity has
been or will be terminated.

(5) A former Military Reserve
Technician or National Guard
Technician receiving a special disability
retirement annuity under 5 U.S.C.
8337(h) or 8456 and who has
certification of such annuity from the
military department or National Guard
Bureau.

(6) A current or former excepted
service employee on an appointment
without time limit at grade GS—15 (or
equivalent) or below whose current or
last performance rating of record is or
was at least fully successful (Level 3) or
equivalent and who:

(i) Has been provided by law with
both noncompetitive appointment
eligibility and selection priority for
competitive service positions; and

(ii) Has received a RIF separation
notice under part 351 of this chapter or
notice of proposed removal under part
752 of this chapter for declining a
directed geographic relocation outside
the local commuting area (e.g., a
directed reassignment or a change in
duty station) or has been separated by

RIF procedures or removed for declining
a geographic relocation outside the local
commuting area.

ICTAP eligible means an individual
who meets the definition of displaced.
As used in this subpart, “ICTAP
eligible” and “eligible” are
synonymous.

ICTAP selection priority candidate
means an ICTAP eligible who applied
for a vacancy, was determined by the
agency to be well-qualified for that
vacancy, and who the agency must
select over any other candidate from
outside the agency’s current competitive
service workforce for the vacancy,
unless the action to be taken is listed as
an exception under § 330.707.

Vacancy means a vacant competitive
service position at grade GS—15 (or
equivalent) or below to be filled for 121
days or more, including extensions.

§330.703 Agency responsibilities for well-
qualified decisions.

(a) Agencies must define “well-
qualified” for their specific vacancies,
consistent with this subpart, and
uniformly apply that definition to all
ICTAP eligibles being considered for the
vacancy.

(b) Agencies must conduct an
independent second review and
document the specific job-related
reasons whenever an ICTAP eligible is
determined to be not well-qualified for
the vacancy under the agency’s
definition. An agency must give the
ICTAP eligible the written results of this
review as required by § 330.706(d).

§330.704 Minimum criteria for agency
well-qualified definition.

(a) At a minimum, agencies must
define “well-qualified”” as having
knowledge, skills, abilities, and/or
competencies clearly exceeding the
minimum qualification requirements for
the vacancy. The agency definition may
or may not equate to the highly or best
qualified assessment criteria established
for the vacancy; however, the agency
definition of “well-qualified” must
satisfy the criteria in paragraph (b) of
this section.

(b) Under an agency’s definition of
“well-qualified,” the agency must be
able to determine whether an ICTAP
eligible:

(1) Meets the basic eligibility
requirements (including employment
suitability requirements under part 731
of this chapter and any medical
qualification requirements),
qualification standards (including
minimum educational and experience
requirements), and any applicable
selective factors;

(2) Is physically qualified, with or
without reasonable accommodation, to

perform the essential duties of the
position;

(3) Meets any special qualifying
conditions of the position;

(4) Is able to satisfactorily perform the
duties of the position upon entry; and

(5) At agency discretion, either:

(i) Rates at or above specified level(s)
on all quality ranking factors; or

(ii) Rates above minimally qualified in
the agency’s rating and ranking process.

(c) An agency may include the results
of a scored structured interview process
in determining whether an ICTAP
eligible is well-qualified.

§330.705 Applying ICTAP selection
priority.

(a) An agency must not appoint any
candidate from outside its permanent
competitive service workforce if there is
an ICTAP selection priority candidate
available for the vacancy, unless the
personnel action to be effected is an
exception under § 330.707.

(b) ICTAP selection priority applies to
a vacancy that:

(1) Is at a grade or pay level with a
representative rate no higher than the
representative rate of the grade or pay
level of the ICTAP eligible’s current or
last permanent position of record;

(2) Has no greater promotion potential
than the ICTAP eligible’s current or last
permanent position of record;

(3) Is in the same local commuting
area as the ICTAP eligible’s current or
last permanent position of record; and

(4) Is filled during the ICTAP
eligible’s eligibility period.

(c) An agency may appoint any ICTAP
selection priority candidate for a
vacancy.

(d)(1) After an agency announces the
vacancy and meets its obligation to any
ICTAP selection priority candidates, the
agency may appoint any other candidate
from outside its current permanent
competitive service workforce, under
appropriate staffing procedures.

(2) An agency may make additional
selections or reissue selection
certificates in accordance with its merit
promotion program without
readvertising for ICTAP eligibles only if
the additional selections are made from
the applicant pool established by the
original vacancy announcement,
including readvertisements for the same
vacancy.

(e) An agency may deny an ICTAP
eligible future selection priority for
vacancies in that agency if the ICTAP
eligible:

(1) Declines an offer of a permanent
appointment at any grade or pay level
in the competitive or excepted service;
or

(2) Fails to respond within a
reasonable period of time, as defined by
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the agency, to an offer or official inquiry
of availability for a permanent
appointment at any grade or pay level
in the competitive or excepted service.

(f) An agency may deny an ICTAP
eligible future selection priority for a
position previously obtained through
ICTAP if the eligible was terminated or
removed from that position under part
432 or 752 of this chapter.

§330.706 Other agency ICTAP
responsibilities.

(a) Before appointing any other
candidate from outside the agency’s
permanent competitive service
workforce, the agency must first fulfill
its obligation to any employees entitled
to selection priority under subparts B
and F of this part.

(b) In accordance with the conditions
of part 300, subpart E, of this chapter,
an agency may not procure temporary
help services under that subpart until a
determination is made that no ICTAP
eligible is available.

(c) An agency must announce all
vacancies it intends to fill from outside
its permanent competitive service
workforce. Vacancy announcements
must meet the requirements of subpart
A of this part.

(d) An agency must provide an ICTAP
eligible who applied for a specific
vacancy written notice of the final status
of his or her application, including
whether the eligible was determined to
be well-qualified. The agency notice
must include the results of the
independent second review under
§ 330.703(b), if applicable; whether
another ICTAP selection priority
candidate was hired; whether the
position was filled under an exception
listed in § 330.707; and whether the
recruitment was cancelled.

§330.707 Exceptions to ICTAP selection
priority.

An agency may effect the following
personnel actions as exceptions to
§330.705:

(a) Place a current or reinstate a
former agency employee with RPL
selection priority under subpart B of
this part;

(b) A position change of a current
permanent competitive service agency
employee;

(c) Appoint a 10-point veteran
preference eligible through an
appropriate appointing authority;

(d) Reemploy a former agency
employee with regulatory or statutory
reemployment rights, including the
reemployment of an injured worker who
either has been restored to earning
capacity by the Office of Workers’
Compensation Programs, Department of

Labor, or has received a notice that his
or her compensation benefits will cease
because of recovery from disabling
injury or illness;

(e) Appoint an individual for a period
limited to 120 or fewer days, including
all extensions;

(f) A personnel action effected under,
or specifically in lieu of, part 351 of this
chapter;

(g) Appoint an individual under an
excepted service appointing authority;

(h) Convert an employee serving
under an appointment that provides
noncompetitive conversion eligibility to
a competitive service appointment,
including from:

(1) A Veterans Recruitment
Appointment under part 307 of this
chapter;

(2) An appointment under 5 U.S.C.
3112 and part 316 of this chapter of a
veteran with a compensable service-
connected disability of 30 percent or
more;

(3) An excepted service appointment
under part 213 of this chapter, such as
for persons with disabilities or in the
Presidential Management Fellow
Program, the Student Career Experience
Program, or the Federal Career Intern
Program;

(i) Transfer an employee between
agencies under appropriate authority
during an interagency reorganization,
interagency transfer of function, or
interagency mass transfer;

(j) Reemploy a former agency
employee who retired under a formal
trial retirement and reemployment
program and who requests
reemployment under the program’s
provisions and applicable time limits;

(k) A personnel action for an
employee pursuant to the settlement of
a formal complaint, grievance, appeal,
or other litigation;

(1) Extend a time-limited appointment
up to the maximum period allowed
(including any OPM-approved
extension past the regulatory limit on
the time-limited appointment), if the
original action was made subject to
ICTAP selection priority and the
original vacancy announcement stated
that the appointment could be extended
without further announcement;

(m) Reappoint a former agency
employee into a hard-to-fill position
requiring unique skills and experience
to conduct a formal skills-based agency
training program;

(n) Retain an individual whose
position is brought into the competitive
service under part 316 of this chapter
and convert that individual, when
applicable, under part 315 of this
chapter;

(0) Retain an employee covered by an
OPM-approved variation under Civil
Service Rule 5.1 (5 CFR 5.1);

(p) Appoint a member from the Senior
Executive Service into the competitive
service under 5 U.S.C. 3594;

(q) Assign or exchange an employee
under a statutory program, such as
subchapter VI of chapter 33 of title 5,
United States Code (also called the
Intergovernmental Personnel Act), or
the Information Technology Exchange
Program under chapter 37 of title 5,
United States Code;

(r) Detail an employee to another
agency;

(s) Transfer employees under an
OPM-approved interagency job swap
plan designed to facilitate the exchange
of employees between agencies to avoid
or minimize involuntary separations;

(t) Transfer or reinstate an ICTAP
eligible who meets the agency’s
definition of “well-qualified”;

(u) Transfer an employee voluntarily
from one agency to another under a
Memorandum of Understanding or
similar agreement under appropriate
authority resulting from an interagency
reorganization, interagency transfer of
function, or interagency realignment,
when both the agencies and the affected
employee agree to the transfer; or

(v) Transfer or a position change of an
employee under part 412 of this chapter.

§330.708 ICTAP eligibility period.

(a) ICTAP eligibility begins on the
date the employee or former employee
meets the definition of displaced in
§330.702.

(b) ICTAP eligibility ends 1 year from
the date of:

(1) Separation by RIF under part 351
of this chapter;

(2) Removal by the agency under part
752 of this chapter for declining a
directed geographic relocation outside
the local commuting area (e.g., a
directed reassignment or a change in
duty station);

(3) Agency certification that it cannot
place the employee under part 353 of
this chapter; or

(4) OPM notification that an
employee’s disability annuity has been,
or will be, terminated.

(c) ICTAP eligibility ends 2 years after
RIF separation if eligible under subpart
D of this part.

(d) ICTAP eligibility also ends on the
date the eligible:

(1) Receives a notice rescinding,
canceling, or modifying the notice
which established ICTAP eligibility so
that the employee no longer meets the
definition of displaced in § 330.702;

(2) Separates from the agency for any
reason before the RIF or removal
effective date; or
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(3) Is appointed to a career, career-
conditional, or excepted appointment
without time limit in any agency at any
grade or pay level.

(e) OPM may extend the eligibility
period when an ICTAP eligible does not
receive a full 1 year (or 2 years under
subpart D of this part) of eligibility, for
example, because of administrative or
procedural error.

§330.709 Establishing ICTAP selection
priority.

ICTAP selection priority for a specific
vacancy begins when an ICTAP eligible:

(a) Submits all required application
materials, including proof of eligibility,
within agency-established timeframes;
and

(b) The agency determines the eligible
is well-qualified for the vacancy.

§330.710 Proof of eligibility.

(a) The ICTAP eligible must submit a
copy of one of the documents listed
under the definition of displaced in
§330.702 to establish selection priority
under § 330.709.

(b) The ICTAP eligible may also
submit a copy of the RIF notice with an
offer of another position accompanied
by the signed declination of that offer.
The RIF notice must state that
declination of the offer will result in
separation under RIF procedures.

§330.711 OPM’s role in ICTAP.

OPM has oversight of ICTAP and may
conduct reviews of agency compliance
and require corrective action at any
time.

Subparts H-I—[Reserved]

Subpart J—Prohibited Practices
§330.1001 Withdrawal from competition.

An applicant for competitive
examination, an eligible on a register,
and an officer or employee in the
Executive branch of the Government
may not persuade, induce, or coerce, or
attempt to persuade, induce, or coerce,
directly or indirectly, a prospective
applicant to withhold filing an
application, or an applicant or eligible
to withdraw from competition or
eligibility, for a position in the
competitive service, for the purpose of
improving or injuring the prospects of

an applicant or eligible for appointment.

OPM will cancel the application or
eligibility of an applicant or eligible
who violates this section, and will
impose such other penalty as it
considers appropriate.

Subpart K-L—[Reserved]

PART 335—PROMOTION AND
INTERNAL PLACEMENT

4. The authority citation for part 335
continues to read as follows:
Authority: 5 U.S.C. 3301, 3302, 3330; E.O.

10577, 3 CFR 1954-1958 Comp., p. 218; 5
U.S.C. 3304(f), and Pub. L. 106-117.

§335.105 [Amended]

5. In § 335.105, remove the phrase
“§330.707 of subpart G” and add in its

place the phrase, “part 330, subpart A”.

PART 337—EXAMINING SYSTEM

6. The authority citation for part 337
continues to read as follows:

Authority: 5 U.S.C. 1104(a), 1302, 2302,
3301, 3302, 3304, 3319, 5364; E.O. 10577, 3
CFR 1954-1958 Comp., p- 218; 33 FR 12423,
Sept. 4, 1968; and 45 FR 18365, Mar. 21,
1980; 116 Stat. 2135, 2290; and 117 Stat
1392, 1665.

§337.203 [Amended]

7.In § 337.203, remove the phrase
“subpart G” and add in its place the
phrase, “subpart A”.

PART 410—TRAINING

8. The authority citation for part 410
continues to read as follows:

Authority: 5 U.S.C. 4101, et seq.; E.O.
11348, 3 CFR, 1967 Comp., p. 275.

§410.307 [Amended]

9.In §410.307:

a. In paragraph (c)(3), remove the
phrase “5 CFR 330.604(b) and (f)” and
add in its place the phrase, “5 CFR
330.602”".

b. In paragraph (c)(4), remove the
phrase “5 CFR 330.602” and add in its
place the phrase, ‘5 CFR part 330,
subpart F”’.

[FR Doc. E8—20657 Filed 9-5-08; 8:45 am]
BILLING CODE 6325-39-P

FEDERAL ELECTION COMMISSION

11 CFR Parts 100 and 104
[Notice 2008-09]
Reporting Contributions Bundled by

Lobbyists, Registrants and the PACs
of Lobbyists and Registrants

AGENCY: Federal Election Commission.

ACTION: Proposed rule; notice of public
hearing.

SUMMARY: The Federal Election
Commission is announcing a public

hearing on the proposed rules governing

the disclosure of information about

bundled contributions provided by
certain lobbyists, registrants and their
PACs.

DATES: The hearing will be held on
Wednesday, September 17, 2008 and
will begin at 9:30 a.m.

ADDRESSES: Commission hearings are
held in the Commission’s ninth floor
meeting room, 999 E Street, NW.,
Washington, DC.

FOR FURTHER INFORMATION CONTACT: Ms.
Amy L. Rothstein, Assistant General
Counsel, or Ms. Cheryl A.F. Hemsley,
Attorney, 999 E Street, NW.,
Washington, DC 20463, (202) 694—1650
or (800) 424-9530.

SUPPLEMENTARY INFORMATION: On
November 6, 2007, the Commission
published a Notice of Proposed
Rulemaking (“NPRM”) proposing rules
governing the disclosure of information
about bundled contributions provided
by certain lobbyists, registrants and
their PACs. Reporting Contributions
Bundled by Lobbyists, Registrants and
the PACs of Lobbyists and Registrants,
72 FR 62,600 (Nov. 6, 2007). The
deadline for comments on the NPRM
was Nov. 30, 2007. In the NPRM, the
Commission stated that it would
announce the date of a hearing at a later
date.

Accordingly, the hearing will be held
on Wednesday, September 17, 2008 (see
DATES and ADDRESSES, above).
Witnesses will be limited to those
individuals who indicated in their
timely comments on the NPRM that
they wished to testify at the hearing.
Individuals who plan to attend and
require special assistance, such as sign
language interpretation or other
reasonable accommodations, should
contact Mary Dove, Commission
Secretary, at (202) 694-1040, at least 72
hours prior to the hearing date.

Dated: September 2, 2008.

On behalf of the Commission.
Ellen Weintraub,
Commissioner, Federal Election Commission.
[FR Doc. E8-20810 Filed 9-5-08; 8:45 am]
BILLING CODE 6715-01-P
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DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA-2008—-0908; Directorate
Identifier 2007-NM-190-AD]

RIN 2120-AA64

Airworthiness Directives; Airbus Model
A310 Series Airplanes

Correction

In proposed rule document E8-19715
beginning on page 50250 in the issue of

Tuesday, August 26, 2008, make the
following correction:

§39.13 [Corrected]

On page 50253, in §39.13, Table 1
should read as set forth below:

TABLE 1—REVISED REPETITIVE INTERVALS FOR CERTAIN DETAILED INSPECTIONS

For model—

Repeat the inspection at the later of the following times—

And thereafter at intervals not
to exceed—

(1) A310-200 series
airplanes

whichever occurs first.

(2) A310-300 series
airplanes (short
range)

whichever occurs first.

(3) A310-300 series
airplanes (long
range)

whichever occurs first.

Within 950 flight cycles or 1,900 flight
hours since the last inspection required
by paragraph (f)(1)(i) or (i) of this AD,

Within 900 flight cycles or 2,550 flight
hours since the last inspection required
by paragraph (f)(1)(ii) or (i) of this AD,

Within 800 flight cycles or 4,000 flight
hours since the last inspection required
by paragraph (f)(1)(ii) or (i) of this AD,

whichever occurs first.

whichever occurs first.

whichever occurs first.

Within 50 flight cycles or 250 flight hours
after the effective date of this AD,

Within 50 flight cycles or 250 flight hours
after the effective date of this AD,

Within 50 flight cycles or 250 flight hours
after the effective date of this AD,

950 flight cycles or 1,900 flight
hours, whichever occurs first.

900 flight cycles or 2,550 flight
hours, whichever occurs first.

800 flight cycles or 4,000 flight
hours, whichever occurs first.

[FR Doc. Z8-19715 Filed 9-5-08; 8:45 am]
BILLING CODE 1505-01-D

COMMODITY FUTURES TRADING
COMMISSION

17 CFR Parts 40, 41 and 145
RIN 3038—-AC44

Confidential Information and
Commission Records and Information

AGENCY: Commodity Futures Trading
Commission.

ACTION: Extension of comment period.

SUMMARY: On August 1, 2008, the
Commission published in the Federal
Register a notice of proposed
rulemaking to amend the procedures
under which designated contract
markets, derivatives clearing
organizations and derivatives
transaction execution facilities
(collectively, “registered entities”’) may
request confidential treatment for
products and rules submitted via
certification procedures or for
Commission review and approval
pursuant to parts 40 and 41 of the
Commission’s regulations.! Comments

173 FR 44939 (Aug. 1, 2008).

on the proposal originally were due on
September 2, 2008. The Commission is
extending the comment period in order
to give interested persons additional
time to comment on the proposed
amendments.

DATES: Comments must be received by
September 17, 2008.

ADDRESSES: Comments may be
submitted by any of the following
methods:

e Federal eRulemaking Portal: http://
www.regulations.gov.

e Mail/Hand Deliver: David Stawick,
Secretary of the Commission,
Commodity Futures Trading
Commission, Three Lafayette Centre,
1155 21st Street, NW., Washington, DC
20581.

e E-mail: secretary@cftc.gov.

FOR FURTHER INFORMATION CONTACT:
Susan Nathan, Senior Special Counsel,
(202) 418-5133; Division of Market
Oversight, Commodity Futures Trading
Commission, Three Lafayette Centre,
1155 21st Street, NW., Washington, DC
20581. E-mail: snathan@cftc.gov.

SUPPLEMENTARY INFORMATION: On August
1, 2008, the Commission published and
sought public comment on proposed
amendments to part 40 of the
Commission’s regulations to establish
the exclusive procedure to be followed

by registered entities when requesting
confidential treatment for information
required to be filed under parts 40 and
41, and to clarify the circumstances
under which requests for confidential
treatment will not be considered. Most
confidential treatment requests are
made pursuant to Commission
regulation 145, 17 CFR 145, which
implements the Freedom of Information
Act, 5 U.S.C. 552 (FOIA). The FOIA
provides generally that the public has a
right of access to agency records except
to the extent that the records, or
portions of them, are protected from
disclosure by one or more of nine
exemptions.

A registered entity requesting
confidential treatment typically invokes
FOIA exemption (b)(4) on the ground
that release of its information will cause
it commercial or competitive harm.
Although registered entities are required
to make public much of the information
required by parts 40 and 41 of the
Commission’s regulations, registered
entities frequently request confidential
treatment for filings submitted under
these parts. The confidential treatment
procedures established by Commission
regulation 145.9 provide that requests
for confidentiality are not considered on
the merits unless and until a FOIA
request is received for the specific
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material. Accordingly, the Commission
frequently is unable to act on requests
for confidential treatment of information
it believes should be made publicly
available. The proposed amendments
are intended to permit staff to promptly
resolve confidentiality issues in
connection with material submitted
pursuant to parts 40 and 41 by creating,
as permitted by part 145, a separate
procedure from that specified in
regulation 145.9. The proposed
procedure would not be triggered by a
FOIA request but instead would require
that registered entities desiring
confidential treatment for information
submitted under parts 40 and 41
simultaneously file a detailed written
justification in support of such a
request. Commission staff would make
an initial determination to grant or deny
confidential treatment. The proposed
amendments to part 40 provide a
process under which a registered entity
may appeal the staff’s decision and
further provide that in the event of a
subsequent FOIA request, both the
requester and the submitter would have
the appeal rights specified in
Commission regulation 145.9.

The comment period closes on
September 2, 2008. By letter dated
August 29, 2008, The Chicago
Mercantile Exchange requested
additional time to address the issues
raised in the proposed rulemaking. In
order to encourage the submission of
meaningful comments and to assure that
all views are considered in its final
determination, the Commission has
determined to grant the request and to
give full consideration to any comment
received during the extension period.
Accordingly, the comment period for
the Commission’s proposed
amendments to parts 40, 41 and 145 is
hereby extended to September 17, 2008.

Issued in Washington, DC on September 2,
2008, by the Commission.
Sauntia S. Warfield,
Staff Assistant.
[FR Doc. E8—20684 Filed 9-5-08; 8:45 am]|
BILLING CODE 6351-01-P

DEPARTMENT OF HOMELAND
SECURITY

Bureau of Customs and Border
Protection

DEPARTMENT OF THE TREASURY

19 CFR Parts 4,7, 10, 102, 134, and 177
[USCBP-2007-0100]
RIN 1505-AB49

Uniform Rules of Origin for Imported
Merchandise

AGENCIES: Customs and Border
Protection, Department of Homeland
Security; Department of the Treasury.
ACTION: Notice of proposed rulemaking;
extension of comment period.

SUMMARY: This document provides an
additional 30 days for interested parties
to submit comments on the proposed
rule to amend the Customs and Border
Protection (‘‘CBP”’) regulations to
establish uniform rules governing CBP
determinations of the country of origin
of imported merchandise. The proposed
rule was published in the Federal
Register on July 25, 2008 (73 FR 43385),
and the comment period was scheduled
to expire on September 23, 2008.

DATES: Comments on the proposed rule
must be received on or before October
23, 2008.

ADDRESSES: You may submit comments,
identified by docket number, by one of
the following methods:

e Federal eRulemaking Portal: http://
www.regulations.gov. Follow the
instructions for submitting comments
via docket number USCBP-2007-0100.

¢ Mail: Trade and Commercial
Regulations Branch, Regulations and
Rulings, Office of International Trade,
U.S. Customs and Border Protection,
1300 Pennsylvania Avenue, NW., (Mint
Annex), Washington, DC 20229.

Instructions: All submissions received
must include the agency name and
docket number for this rulemaking. All
comments received will be posted
without change to http://
www.regulations.gov, including any
personal information provided. For
detailed instructions on submitting
comments and additional information
on the rulemaking process, see the
“Public Participation” heading of the
SUPPLEMENTARY INFORMATION section of
this document.

Docket: For access to the docket to
read background documents or
comments received, go to http://
www.regulations.gov. Submitted
comments may be inspected during
regular business days between the hours

of 9 a.m. and 4:30 p.m. at the Trade and
Commercial Regulations Branch,
Regulations and Rulings, Office of
International Trade, U.S. Customs and
Border Protection, 799 9th Street, NW.,
5th Floor, Washington, DC.
Arrangements to inspect submitted
comments should be made in advance
by calling Mr. Joseph Clark at (202) 572—
8768.

FOR FURTHER INFORMATION CONTACT:
Monika Brenner, Valuation and Special
Programs, Office of International Trade,
202-572-8835; Heather K. Pinnock,
Tariff Classification and Marking, Office
of International Trade, 202-572-8828.

SUPPLEMENTARY INFORMATION:
Public Participation

Interested persons are invited to
participate in this rulemaking by
submitting written data, views, or
arguments on all aspects of the
proposed rule. CBP also invites
comments that relate to the economic,
environmental, or federalism effects that
might result from this proposed rule.
Comments that will provide the most
assistance to CBP will reference a
specific portion of the proposed rule,
explain the reason for any
recommended change, and include data,
information, or authority that support
such recommended change. See
ADDRESSES above for information on
how to submit comments.

Background

CBP published a notice of proposed
rulemaking in the Federal Register (73
FR 43385) on July 25, 2008, proposing
to amend the CBP regulations to
establish uniform rules of origin for
imported merchandise. The proposed
rule would extend application of the
country of origin rules codified in 19
CFR part 102. Those rules have proven
to be more objective and transparent
and provide greater predictability in
determining the country of origin of
imported merchandise than the system
of case-by-case adjudication they would
replace. The proposed change also will
aid an importer’s exercise of reasonable
care. In addition, the document
proposes to amend the country of origin
rules applicable to pipe fitting and
flanges, printed greeting cards, glass
optical fiber, and rice preparations.
Finally, the proposed rule would amend
the textile regulations set forth in
§102.21 to make corrections so that the
regulations reflect the language of
section 334(b)(5) of the Uruguay Round
Agreements Act.

The notice of proposed rulemaking
invited the public to comment on the
proposal. Comments on the proposed
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rule were requested on or before
September 23, 2008.

Extension of Comment Period

In response to the proposed rule
published in the Federal Register, CBP
has received correspondence from
several parties requesting an extension
of the comment period. A decision has
been made to grant an extension of 30
days. Comments are now due on or
before October 23, 2008.

Dated: September 2, 2008.
Harold M. Singer,
Director, Regulations and Disclosure Law
Division, Regulations and Rulings, Office of
International Trade.
Timothy E. Skud,
Deputy Assistant Secretary (Tax, Trade and
Tariff Policy), Office of Tax Policy, United
States Treasury Department.
[FR Doc. E8—20662 Filed 9-5-08; 8:45 am]|
BILLING CODE 9111-14-P

SOCIAL SECURITY ADMINISTRATION

20 CFR Parts 404, 408, 416, and 422
[Docket No. SSA-2007-0068]
RIN 0960-AG56

Revisions to Rules on Representation
of Parties

AGENCY: Social Security Administration.
ACTION: Notice of proposed rulemaking.

SUMMARY: We are proposing several
revisions to our rules on representation
of parties. These proposed rules would
recognize entities as representatives,
define the concept of a principal
representative, and authorize principal
representatives to sign and file a claim
for benefits on behalf of a claimant.
These proposed rules would also
mandate the use of Form SSA-1696 to
appoint, revoke, or withdraw an
appointment of a representative, and to
waive a fee or direct payment of the fee.
We propose to define the concept of a
professional representative and require
professional representatives to use our
electronic services as they become
available, including requiring
professional representatives to submit
certain requests for reconsideration or a
hearing before an administrative law
judge (ALJ) electronically. Finally, we
propose to require representatives to
keep paper copies of certain documents
that we may require. We are proposing
these revisions to reflect changes in
representatives’ business practices and
to improve our efficiency by enhancing
use of the Internet.

DATES: To make sure that your
comments are considered, we must

receive them no later than November 7,
2008.

ADDRESSES: You may submit comments
by any one of four methods—Internet,
facsimile, regular mail, or hand-
delivery. Commenters should not
submit the same comments multiple
times or by more than one method.
Regardless of which of the following
methods you choose, please state that
your comments refer to Docket No.
SSA-2007-0068 to ensure that we can
associate your comments with the
correct regulation:

1. Federal eRulemaking portal at
http://www.regulations.gov. (This is the
most expedient method for submitting
your comments, and we strongly urge
you to use it.) In the Search Documents
section of the Web page, type “SSA-
2007-0068", select “Go”, and then click
“Send a Comment or Submission.” The
Federal eRulemaking portal issues you a
tracking number when you submit a
comment.

2. Telefax to (410) 966—2830.

3. Letter to the Commissioner of
Social Security, P.O. Box 17703,
Baltimore, MD 21235-7703.

4. Deliver your comments to the
Office of Regulations, Social Security
Administration, 922 Altmeyer Building,
6401 Security Boulevard, Baltimore,
Maryland 21235-6401, between 8 a.m.
and 4:30 p.m. on regular business days.

All comments are posted on the
Federal eRulemaking portal, although
they may not appear for several days
after receipt of the comment. You may
also inspect the comments on regular
business days by making arrangements
with the contact person shown in this
preamble.

Caution: All comments we receive
from members of the public are
available for public viewing on the
Federal eRulemaking portal at http://
www.regulations.gov. Therefore, you
should be careful to include in your
comments only information that you
wish to make publicly available on the
Internet. We strongly urge you not to
include any personal information, such
as your Social Security number or
medical information, in your comments.
FOR FURTHER INFORMATION CONTACT:
Marg Handel, Supervisory Social
Insurance Specialist, Office of Income
Security Programs, Social Security
Administration, 6401 Security
Boulevard, Baltimore, MD 21235-6401,
(410) 965—4639. For information on
eligibility or filing for benefits, call our
national toll-free number, 1-800-772—
1213 or TTY 1-800—-325-0778, or visit
our Internet site, Social Security Online,
at http://www.socialsecurity.gov.

SUPPLEMENTARY INFORMATION:

Electronic Version

The electronic file of this document is
available on the date of publication in
the Federal Register at http://
www.gpoaccess.gov/fr/index.html.

Explanation of Changes

Background

We may issue rules and regulations to
administer the provisions of the Act. 42
U.S.C. 405(a), 902(a)(5), 810(a), and
1383(d)(1). Specifically, we may issue
regulations to recognize agents or other
persons, other than attorneys, as
representatives of individuals claiming
benefits under the programs we
administer. 42 U.S.C. 406(a)(1) and
1383(d)(2). We may also issue
regulations to administer the Special
Benefits for Certain World War II
Veterans program, 42 U.S.C. 1010, and
we have extended the rules by which
we appoint and discipline
representatives for claims under that
program except where to do so would be
impractical or contrary to the Act. 20
CFR 408.1101. Pursuant to the cited
authority, we propose to revise our
current regulations on Representation of
Parties found in part 404 subparts G, J,
and R, part 408 subpart K, part 416
subparts C, N, and O, and part 422
subparts C and F.

Recognizing Entities as Representatives

Individuals who want to obtain
benefits from us may want someone to
help them through the application
process. Frequently, such claimants
formally appoint a representative to act
on their behalf and help guide their
claim. A representative may, on behalf
of a claimant, obtain and submit
information and evidence about the
claim, make statements about facts and
law, and make requests or give notices
about the claim to us. In return, the
representative may receive a fee for their
services from a portion of the claimant’s
past-due benefits.

Currently, we recognize attorneys or
other “persons” as representatives of
individuals who claim benefits under
title IT or title XVI of the Act. 42 U.S.C.
406(a)(1) and 1383(d)(1). Although the
term “‘person” is defined broadly in the
Act to include partnerships,
corporations, and associations, we have
previously chosen to recognize only
individuals as representatives of
claimants. In the decades since we
adopted that policy, the business
practices of those who represent
claimants have changed significantly.
Many representatives now practice in
group settings and provide their services
collectively to claimants. In addition,
many claimants may prefer to hire a
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firm rather than a single individual
within the firm. Recognizing entities as
representatives will make it easier for
individuals to obtain the representation
they want. We believe it is appropriate
for us to propose to amend our rules to
more accurately reflect the changes in
the way representatives conduct their
businesses.

Under our current process, we require
the filing of a new Form SSA-1696,
Appointment of Representative, to
appoint each individual associated with
an entity who represents a claimant
before us. By recognizing entities as
representatives, we will give claimants
better flexibility to pursue their claims
by not requiring the filing of a new
Form SSA-1696 for each entity
employee who represents a claimant
during the claims process. This proposal
will allow entities who represent
claimants to alternate employees to
represent a claimant based on
availability and workload. However, an
entity will be bound by the signatures
and actions of its employees during
their association with the entity,
regardless of whether that association
ends at a later date. If the claimant
appoints an entity as his or her
representative, the entity employee who
signs the Form SSA-1696 on behalf of
the entity will be considered the contact
person for the entity for the purpose of
receiving notices and information from
us until or unless the entity updates its
contact person information.

The proposed change also will allow
us to properly pay entities for the
representational services they provide to
claimants, if certain conditions are met.
It also makes our reporting to the
Internal Revenue Service (IRS) and the
issuance of Form IRS 1099-MISC to
entities more efficient. We propose to
permit “direct payment” of fees to
entities if the employees who perform
representational services on their behalf
meet our requirements for direct
payment. 42 U.S.C. 406 and the Social
Security Protection Act of 2004 (SSPA),
Public Law 108-203, section 301.

We propose to include these rules in
§§404.1703, 404.1710, 404.1712,
404.1715, 404.1720, 404.1730, 404.1732,
416.1503, 416.1510, 416.1512, 416.1515,
416.1520, 416.1530, and 416.1732. We
also propose to make conforming
changes to other sections.

Multiple Representatives and the Role of
a Principal Representative

We propose new rules explaining our
current policy that a claimant may
appoint multiple representatives to
represent him or her at the same time.
A claimant may appoint one or more
individuals or entities to work on his or

her claim at the same time. A principal
representative is responsible for
disseminating information and requests
from us to a claimant and the claimant’s
other representatives, if any. It is our
current practice to require a claimant to
appoint a principal representative only
if the claimant appoints more than one
representative. We now propose to
require that a claimant choose and
appoint a principal representative. If a
claimant appoints only one
representative, that individual or entity
is the principal representative.

If a principal representative’s
authority ends for any reason, and the
claimant continues to be represented by
only one appointed representative, we
will consider that appointed
representative to be the claimant’s
principal representative until the
claimant files a new Form SSA-1696
with us designating another principal
representative. If a principal
representative’s authority ends for any
reason, and the claimant continues to be
represented by multiple representatives,
we will name one of the appointed
representatives as the principal
representative. The claimant may
change the principal representative by
filing a new Form SSA-1696.

We also propose to allow principal
representatives to sign and file
applications on behalf of claimants,
provided the claimant has opportunity
to review and verify the accuracy of the
completed application. We expect this
change to expedite the claims filing
process, simplify the application
process for some claimants, and afford
the principal representative the
opportunity to better serve the client.
However, a claimant will have to
expressly acknowledge on the Form
SSA-1696 that he or she is responsible
for the information provided to the
principal representative for the
application. We believe that this type of
acknowledgement is necessary to ensure
that the claimant remains responsible
for the content of the application.

We will send to a claimant and his or
her representatives notices relating to
the appointment of a principal
representative and other representatives,
the revocation of the appointment of
any representative, and the withdrawal
of any representative. We will also send
notices regarding the release of a
claimant’s past-due benefits to any
representative who fails to file a request
for approval of a fee.

Through these changes, we believe
that we will better accommodate the
needs of claimants and their
representatives, that claimants’
representatives will be better able to

serve their clients, and that we will
process fee payments more efficiently.

We propose to include these rules in
§§404.612, 404.1700, 404.1703,
404.1705, 404.1707, 404.1710, 404.1715,
408.1101, 416.315, 416.1500, 416.1503,
416.1505, 416.1507, 416.1510, and
416.1515.

The Role of a Professional
Representative

We propose to introduce the concept
of a professional representative and to
distinguish it from a principal
representative. A professional
representative includes any attorney,
any individual other than an attorney,
or any entity that holds itself out to the
public as providing representational
services before us (see §§404.1735 and
416.1535), regardless of whether the
representative charges or collects a fee
for providing the representational
services.

We also propose to require that
professional representatives conduct
business with us electronically at the
times and in the manner that we
prescribe. For example, we intend to
require a professional representative to
use electronic media that we prescribe,
such as the Internet, to register with us
and to file certain requests for
reconsideration and hearings before an
ALJ. We are continuing to improve
access for claimants, representatives,
and the general public to forms and
information about our programs by
automating more of our business
processes. When we have completed the
automation of a specific business
process that we intend to require, such
as the use of Form SSA-1696,
Appointment of Representative, we will
announce in the Federal Register that
the process has been automated and will
be required.

If a professional representative cannot
access our system because the
representative’s system is not
functioning, our system is not
functioning, the electronic media is not
available, or because the
representative’s system cannot
communicate with our system, we will
waive the requirement that the
professional representative use the
electronic media that we prescribe. If
the error is related to the
representative’s system rather than our
system, we will require some type of
documentation explaining why the
representative is requesting the waiver.

We are particularly interested in
receiving public comment on our
definition of “professional
representative.” While we believe that
the proposed definition covers the vast
majority of representatives who do
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business with us, we are interested in
receiving public comment on whether
our proposed definition adequately
includes all relevant organizations.

We propose to include these rules in
§§404.910, 404.934, 404.1703,
404.1707,404.1713, 416.1410, 416.1434,
416.1503, 416.1507, and 416.1513.

Access Registration

We propose to require professional
representatives and their employees to
complete an initial access registration
with us through the use of electronic
media that we prescribe.
Representatives who are not classified
as professional representatives and their
employees will also be required to
complete an initial access registration
with us, but will be permitted to do so
either electronically or by other means.
Access registration requires
representatives and their employees to
supply us with certain personal,
professional, and business affiliation
information that we will use to
authenticate and authorize
representatives and their employees to
do business with us. This initial
registration will also require
professional representatives and their
employees to provide us with specific
attestations to ensure that they know,
understand, and will comply with our
rules and regulations. Access
registration is a one-time process, and it
will allow us to process each claim
more efficiently. However,
representatives and their employees
must update the access registration if
their personal, professional, or business
affiliation information changes. The
authorization and authentication
process will also assist us in
safeguarding the personally identifiable
information provided to us.

We propose to include these rules in
§§404.1703, 404.1705, 404.1713,
416.1503, 416.1505, and 416.1513.

Direct Payment Registration

We pay representatives’ fees out of a
portion of the past-due benefits for
claims under title II of the Act. Under
provisions of the SSPA, we also are
authorized to withhold and pay fees
approved for attorneys in title XVI
cases, and to withhold and pay fees
approved for certain non-attorney
representatives in cases under title II
and title XVI of the Act.

On October 2, 2006, we published a
notice in the Federal Register that
advised both attorneys and eligible non-
attorney representatives of additional
requirements that a representative must
meet in order for us to pay some or all
of an approved fee directly to the
representative from a claimant’s past-

due benefits. 71 FR 58043. That notice
explained the registration process that a
representative must complete in order to
receive direct fee payment in a specific
claim. We now propose to pay all
representative fees via electronic funds
transfer. This proposal will allow us to
make direct payment of the
representative’s fee more efficiently, to
more accurately report payments to the
IRS, and to issue IRS Form 1099-MISC
more quickly.

To ensure that we only make direct
payments for work done by attorneys
and eligible non-attorneys, there are
certain actions that must be taken before
an entity may receive direct payment of
fees. Any entity seeking direct payment
of fees must maintain, and provide to us
upon our request, a signed statement
from each of the entity’s attorneys and
eligible non-attorneys who represent
claimants before us. The statement must
state that the attorney or eligible non-
attorney is performing representational
services on behalf of the entity. The
statement must also assert that any fees
should be paid directly to the entity and
that the representatives receive any
compensation directly from the entity.
Any request for direct payment of fees
made by an entity must include an
attestation that the entity is in
possession of this signed statement from
each attorney or eligible non-attorney
who has performed any representational
services for the claim in question.
Additionally, the entity must attest that
all individuals who have performed
representational services on the claim in
question are individuals who qualify for
direct payment under the Act or the
SSPA. Such services include, but are
not limited to, representing the claimant
at any hearing or proceeding before the
Agency or before a Federal court.

We also propose to modify our
current rules to clarify that we may
issue IRS Form 1099-MISC to both
individuals and entities for payments
over the annual aggregate of $600. We
will gather additional information
during the registration process to
simplify our compliance with the
applicable Internal Revenue Service’s
regulation, 26 CFR 1.6045-5.

We propose to include these changes
in §§404.1703, 404.1713, 404.1730,
416.1503, 416.1513, and 416.1530.

New Requirements to Use Form SSA-
1696 to Appoint or Revoke the
Appointment of a Representative and to
Waive a Fee, Direct Payment of a Fee,
or Both

We propose to require that a claimant
use Form SSA-1696 to appoint or
revoke the appointment of a
representative. Similarly, we propose to

require that a representative use Form
SSA-1696 when the representative
withdraws from representing a claimant.
Currently, when a claimant appoints a
representative using Form SSA-1696,
we require only non-attorney
representatives to sign the Form SSA—
1696. However, we are moving toward
an electronic process that will require
the “electronic signature” of
professional representatives, including
attorneys, on the Form SSA-1696. To
make the paper process as consistent as
possible with the electronic process we
envision, we propose to require both the
signature of the claimant and the
signature of any representative,
including an attorney representative, on
the paper Form SSA-1696 for the
appointment of a representative. Making
this change now will permit a seamless
transition to the electronic process in
the future.

We also propose to require a
representative to use the Form SSA—
1696 to waive a fee for representing the
claimant before us, to waive direct
payment of the fee, or both. By
standardizing the transaction for these
situations to one commonly-used form,
we will simplify the process for our
claimants and their representatives, and
we will be able to manage the
appointment, fee authorization, and fee
payment processes more efficiently. We
also propose to clarify our policies
about when a claimant’s appointment of
a representative begins and ends.

We propose to include these rules in
§§404.1707, 404.1712, 404.1732,
416.1507, 416.1512, and 416.1532.

Internet Appeals

We propose to require professional
representatives to submit certain
requests for administrative appeal
electronically at the times and in the
manner that we prescribe, e.g., through
the Internet. Claimants who are
unrepresented or who are represented
by individuals who are not classified as
professional representatives may
continue to file certain requests for
reconsideration or an ALJ hearing by
submitting either paper forms at one of
our offices or using the electronic media
we prescribe. We currently are making
our Internet Appeals Web portal
available for this purpose. That Web
portal, which is now being voluntarily
used by representatives to file requests
for reconsideration and ALJ hearings,
can be found at https://secure.ssa.gov/
apps6z/1'Appea]s/aprO] Jsp.

By requiring professional
representatives to file certain requests
for appeal with us electronically, we are
following precedent set in the Federal
court system. According to the Federal
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judiciary’s Case Management and
Electronic Case Files System, as of
February 2008, electronic filing systems
are in use in 99% of Federal courts, over
31 million cases are maintained on
these systems, and more than 320,000
users have filed documents over the
Internet. Requiring professional
representatives to file certain requests
for reconsideration or an ALJ hearing
via the Internet is a cost-effective
measure that we expect will increase
our efficiency and help reduce the
disability determination backlog.

We do not expect this requirement to
impose a burden on professional
representatives. Representatives
currently use several of our online
services extensively, including the
online Disability Report and the
Electronic Records Express (ERE)
system, which allows representatives to
submit evidence to the electronic folder.
We implemented the Internet Appeals
software application in December 2007,
and, to date, representatives have filed
almost 100,000 appeals electronically.
We may expand this electronic process
to include appeals to the Appeals
Council at a later time.

We propose to include these rules in
§§404.901, 404.909, 404.910, 404.933,
404.934, 404.1740, 416.1401, 416.1409,
416.1410, 416.1433, 416.1434, and
416.1540.

New Affirmative Duties for
Representatives

We propose to add a new affirmative
duty for professional representatives
and individuals working on their behalf
to provide us with specific attestations
to ensure they know, understand, and
will comply with our rules and
regulations. As indicated above, these
attestations will be provided during the
access registration process. We also
propose to add a new affirmative duty
for professional representatives, and for
non-professional representatives who
choose to file the Appointment of
Representative form electronically.
These representatives must keep, and
provide to us upon request, paper
copies of the Form SSA-1696 with the
original signature of the claimant, the
electronic signature of the
representative, and the respective dates
of the signing. Further, we will require
entities to maintain, and provide to us
on request, a signed statement from each
attorney, eligible non-attorney, and
employee. In the statement, they must
aver that they are performing all
representational services on behalf of
the entity, that any fees should be paid
directly to the entity, and that they will
receive compensation directly from the
entity.

We also propose to place an
affirmative duty on professional
representatives to file certain requests
for reconsideration or an ALJ hearing
using the electronic media that we
prescribe. However, if a representative
disregards or violates our rules or
regulations, we will not penalize the
claimant. We will not reject or delay a
claimant’s request for appeal or process
it differently than a request for appeal
submitted correctly.

Violation of these affirmative duties
may subject the representative to
sanctions under 20 CFR 404.1745 and
416.1545. We may ask representatives to
provide us with forms, documents,
copies of signed statements, and other
information to confirm that
representatives are complying with our
rules. We expect that these changes will
create safeguards against fraudulent
activity.

Consistent with our proposal to
recognize entities as representatives and
our recognition that the business
practices of those who represent
claimants have changed significantly,
we propose to clarify that an attorney or
a non-attorney whom a claimant has not
appointed as his representative but who
works for or on behalf of the claimant’s
appointed representative and helps
represent the claimant in his claim
before us will also be subject to our
rules of conduct and standards of
responsibility and our sanctions
procedures in 20 CFR 404.1740—
404.1799 and 416.1540—416.1599.

We propose to add these rules in
§§404.1703, 404.1740, 416.1503, and
416.1540.

New Prohibited Actions for
Representatives

We propose to revise our list of
prohibited actions to include three
additional items: refusing to comply
with any of our regulations, violating
any section of the Act for which a
criminal or civil monetary penalty is
prescribed, and assisting another
individual whom we have suspended or
disqualified. Violation of these
prohibited actions may subject the
representative, or an attorney or a non-
attorney whom a claimant has not
appointed as his representative but who
works for or on behalf of the claimant’s
appointed representative and helps
represent the claimant in his claim
before us, to sanctions under
§§404.1745 and 416.1545. We propose
to add these rules in §§404.1740 and
416.1540.

Other Changes

We propose several additional
changes. First, we propose to clarify that

we may reject a claimant’s appointment
of a representative if the representative
does not meet our requirements and that
we will notify the claimant and the
claimant’s representative of our
decision. §§404.903, 404.1705,
416.1403, and 416.1505. Our refusal to
accept an appointment of a
representative is not an administrative
action subject to our administrative
review process.

Second, we propose to add several
new definitions, revise existing
definitions, and to move existing
definitions from §§404.1770 and
416.1570 to §§404.1703 and 416.1503.
These definitions include the terms:
“disqualify,” “‘electronic media,”
“Federal agency,” “Federal program,”
“fee petition,” “person,” “principal
representative,” “professional
representative,” and ‘‘representative.”
We also propose to add a new definition
for “initial disability claim” to
§§404.901 and 416.1401.

Third, we propose in several sections
to change references from the Deputy
Commissioner for Disability and Income
Security Programs to the General
Counsel and references from the
Associate Commissioner for Hearings
and Appeals to the Deputy
Commissioner for Disability
Adjudication and Review to reflect a
recent reorganization and a new
delegation of authority. Finally, we
propose to make other minor
conforming changes.

Clarity of These Rules

Executive Order 12866, as amended,
requires each agency to write all rules
in plain language. In addition to your
substantive comments on these
proposed rules, we invite your
comments on how to make them easier
to understand.

For example:

¢ Have we organized the material to
suit your needs?

e Are the requirements in the rules
clearly stated?

¢ Do the rules contain technical
language or jargon that isn’t clear?

e Would a different format (grouping
and order of sections, use of headings,
paragraphing) make the rules easier to
understand?

e Would more (but shorter) sections
be better?

¢ Could we improve clarity by adding
tables, lists, or diagrams?

e What else could we do to make the
rules easier to understand?

When Will We Start To Use These
Rules?

We will not use these rules until we
evaluate the public comments we
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receive on them, determine whether
they should be issued as final rules, and
issue final rules in the Federal Register.
If we publish final rules, we will
explain in the preamble how we will
apply them, and summarize and
respond to the public comments. Until
the effective date of any final rules, we
will continue to use our current rules.

Regulatory Procedures

Regulatory Flexibility Act

We certify that these proposed rules
will not have a significant economic
impact on a substantial number of small
entities. Although these proposed rules
would require small entities to provide
us with certain information and to use
available electronic services in certain
instances, small entities would not be
disadvantaged or limited in their ability

provided in the Regulatory Flexibility
Act, as amended, is not required.

Paperwork Reduction Act

These regulations, which propose
several revisions to our rules on
Representation of Parties, contain
reporting requirements in the regulation
sections listed below. For some sections,
we previously accounted for the public
reporting burdens in the Information

Executive Order 12866, as Amended

to compete with larger competitors.

Additionally, these proposed rules do

We have consulted with the Office of
Management and Budget (OMB) and
determined that these proposed rules
meet the criteria for a significant
regulatory action under Executive Order
12866, as amended. Therefore, they
were reviewed by OMB.

not place significant costs on small
entities. It is anticipated that small
entities that take advantage of our
electronic service delivery may find
slight cost savings as a result of
increased efficiency. Therefore, a
regulatory flexibility analysis as

Collection Requests for the various
forms the public uses to submit the
information to SSA. Consequently, in
those cases we inserted a 1-hour
placeholder burden to these sections.
For those sections whose public
reporting burdens are not covered by an
existing OMB-approved form, we
provided burden estimates.

Regulation sections and description

Number of
respondents

Frequency of
response

Average
burden
per response
(minutes)

Estimated
annual burden
(hours)

404.612; 404.1710; 416.315; 416.1510—Principal representatives may sign
and file applications with SSA on beneficiaries’ behalf.

404.909; 404.910; 404.1740; 416.1409; 416.1410; 416.1540—Disability
claimants who wish to request a reconsideration must do so in writing
within 60 days after notice of initial determination is received (unless
SSA grants a time extension). Parties filing on their own behalf or using
non-professional representatives may use SSA’s Internet Web site to
submit the request; professional representatives are required to do so.

404.933; 404.934; 416.1433; 416.1434—Disability claimants who wish to
request a hearing before an administrative law judge must do so in writ-
ing within 60 days after notice of the previous determination/decision is
received (unless SSA grants a time extension). Parties filing on their
own behalf or using non-professional representatives may use SSA’s
Internet Web site to submit the request; professional representatives are
required to do so.

404.1740; 416.1540—Professional representatives for disability claimants
must always use an SSA-approved form on SSA’s Internet site to re-
quest a reconsideration or a hearing before an administrative law judge.

404.1705; 404.1707; 404.1712; 416.1505; 416.1507; 416.1512;
408.1101—Procedures for beneficiary to appoint, change, revoke, or re-
appoint a representative and for representatives to accept appointment
as representative or withdraw as representative.

404.1705; 404.1713; 404.1730; 416.1505; 416.1530; 416.1513—Rep-
resentative must register with SSA to receive payment.

404.1712; 404.1720; 404.1725; 404.1730; 416.1512; 416.1520; 416.1525;
416.1530—Procedures for representative to sign fee petition; and Rep-
resentative must file a request with us to charge or receive a fee; and to
obtain approval of a fee representative must file a written request with
SSA.

404.1715; 416.1515—Principal representatives are responsible for inform-
ing other representatives of the beneficiary about any information SSA
sent to the principal representative.

404.1728; 416.1528—If representatives provide services to beneficiaries in
connection with a hearing/court proceeding before SSA and wants to
charge for those services, they must file a request and provide nec-
essary documentation.

404.1732; 415,1532—Representatives may waive the right to charge and
collect a fee, direct payment, or both.

404.1740; 416.1540—Procedures requiring representatives to maintain
hard copy of certain forms with signatures and dates of signing.

404.1755; 416.1555—If SSA files charges against a representative, the
representative may contest these charges.

404.1780; 416.1580—If a party files a brief or other written statement with
the Appeals Council, the party should send a copy to the opposite party
and certify that they did so.

404.1799; 416.1599—Representatives who were suspended or disqualified
should submit any evidence they want the Appeals Council to consider
along with their request to be reinstated as a representative.

56,000

1 (placeholder).

1 (placeholder).

1 (placeholder).

1 (placeholder).

1 (placeholder).

1 (placeholder).

1 (placeholder).

9,333.

1 (placeholder).

1 (placeholder).

1 (placeholder).
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Regulation sections and description

Number of
respondents

Average

Estimated
Frequency of burden annual burden
response per response (hours)
(minutes)

422.515—When SSA references “forms” for withdrawal,
other appeals, and appointment of representatives, this refers to tradi-
tional printed forms, computer screens completed by SSA employees, or

electronically submitted forms.

reconsideration, —

1 (placeholder).

1Less than 10 respondents.

SSA submitted an Information
Collection Request to OMB for
clearance. We are soliciting comments
on the burden estimate; the need for the
information; its practical utility; ways to
enhance its quality, utility and clarity;
and on ways to minimize the burden on
respondents, including the use of
automated collection techniques or
other forms of information technology.
If you would like to submit comments,
please send them to the following
locations:

Office of Management and Budget,
Attn: Desk Officer for SSA, Fax Number:
202-395-6974, E-mail address:
OIRA_Submission@omb.eop.gov

Social Security Administration, Attn:
Reports Clearance Officer, 1333 Annex
Building, 6401 Security Blvd.,
Baltimore, MD 21235, Fax: 410-965—
6400, E-mail address:
OPLM.RCO@ssa.gov.

You can submit comments on the
paperwork burdens associated with this
rule for up to 60 days after publication
of this notice; however, they will be
most useful if you send them to SSA
within 30 days of publication. This does
not affect the deadline for the public to
comment to SSA on the proposed
regulations. To receive a copy of the
OMB clearance package, contact the
SSA Reports Clearance Office using any
of the above contact methods. We prefer
to receive comments by e-mail or fax.

(Catalog of Federal Domestic Assistance
Program Nos. 96.001, Social Security—
Disability Insurance; 96.002, Social
Security—Retirement Insurance; 96.004,
Social Security—Survivors Insurance;
96.006, Supplemental Security Income; and
96.020, Special Benefits for Certain World
War II Veterans)

List of Subjects
20 CFR Part 404

Administrative practice and
procedure, Blind, Disability benefits,
Old-Age, Survivors, and Disability
Insurance, Penalties, Reporting and
recordkeeping requirements, Social
Security.

20 CFR Part 408

Administrative practice and
procedure, Aged, Reporting and
recordkeeping requirements, Social

Security, Supplemental Security Income
(SSI), Veterans.

20 CFR Part 416

Administrative practice and
procedure, Penalties, Reporting and
recordkeeping requirements,
Supplemental Security Income (SSI).

20 CFR Part 422

Administrative practice and
procedure, Organization and functions
(Government agencies), Social Security.

Dated: August 27, 2008.
Michael J. Astrue,
Commissioner of Social Security.

For the reasons set out in the
preamble, we propose to amend 20 CFR
parts 404, 408, 416, and 422 as set forth
below:

PART 404—FEDERAL OLD-AGE,
SURVIVORS AND DISABILITY
INSURANCE (1950-)

Subpart G—[Amended]

1. The authority citation for subpart G
of part 404 continues to read as follows:

Authority: Secs. 202(i), (j), (0), (p), and (1),
205(a), 216(i)(2), 223(b), 228(a), and 702(a)(5)
of the Social Security Act (42 U.S.C. 402(i),
(4), (0), (p), and (r), 405(a), 416(i)(2), 423(b)
428(a), and 902(a)(5)).

2. Amend § 404.612 by adding
paragraph (h) to read as follows:

)

§404.612 Who may sign an application.

* * * * *

(h) Your principal representative (see
§§404.1705 and 404.1707) may sign and
file your application with us. If a
principal representative signs an
application on your behalf, you are
responsible for the accuracy of the
information you provide.

Subpart J—[Amended]

3. The authority citation for subpart J
of Part 404 continues to read as follows:

Authority: Secs. 201(j), 204(f), 205(a), (b),
(d)-(h), and (j), 221, 223(i), 225, and 702(a)(5)
of the Social Security Act (42 U.S.C. 401(j),
404(f), 405(a), (b), (d)—(h), and (j), 421, 423(i),
425, and 902(a)(5)); sec. 5, Pub. L. 97-455, 96
Stat. 2500 (42 U.S.C. 405 note); secs. 5, 6(c)—
(e), and 15, Pub. L. 98—460, 98 Stat. 1802 (42

U.S.C. 421 note); sec. 202, Pub. L. 108—203,
118 Stat. 509 (42 U.S.C. 902 note).

4. Amend §404.901 by adding a
definition in alphabetical order to read
as follows:

§404.901 Definitions.

* * * * *

Initial disability claim means:

(1) An application for benefits that is
based on whether you are disabled
under title IT of the Act, or

(2) An application for supplemental
security income payments that is based
on whether you are disabled or blind
under title XVI of the Act.

(3) For purposes of this subpart, the
term ‘‘initial disability claim” does not
include a continuing disability review
or an age-18 redetermination.

* * * * *

5. Amend §404.903 by revising
paragraph (g) to read as follows:

§404.903 Administrative actions that are
not initial determinations.

* * * * *

(g) Refusing to recognize,
disqualifying, or suspending a person,
as defined in § 404.1703, from acting as
your representative in a proceeding
before us (see §§404.1705 and
404.1745);

* * * * *

6. Amend § 404.909 by revising the
section heading and paragraphs (a)
introductory text and (a)(2), and by
removing the heading of paragraph (b),
to read as follows:

§404.909 How to request reconsideration
in claims other than those that involve a
denial of an initial disability claim based on
medical factors.

(a) We will reconsider an initial
determination, other than one that
involves a denial of your initial
disability claim based on medical
factors (see § 404.910), if you or any
other party to the reconsideration files
a written request—

* * * * *

(2) At one of our offices, the Veterans
Administration Regional Office in the
Philippines, or an office of the Railroad
Retirement Board if you have 10 or more
years of service in the railroad industry,
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or at least five years of railroad service
accruing after December 31, 1995.
* * * * *

7. Add a new §404.910 to read as
follows:

§404.910 How to request reconsideration
in an initial disability claim that is denied
based on medical factors.

(a) If you file an initial disability
claim, we will reconsider an initial
determination that denies your claim
based on medical factors if you or any
other party to the reconsideration files
a written request within 60 days after
the date you receive notice of the initial
determination and you make your
request in accordance with paragraphs
(b) or (c) (or within the extended time
period if we extend the time as provided
in paragraph (d)) of this section.

(b) If you have not appointed a
representative, or if your representative
is not a professional representative, as
defined in §404.1703, you may file your
written request for reconsideration
either through the electronic media we
prescribe, at one of our offices, at the
Veterans Administration Regional Office
in the Philippines, or at an office of the
Railroad Retirement Board if you have
10 or more years of service in the
railroad industry, or at least five years
of railroad service accruing after
December 31, 1995.

(c) If your representative is a
professional representative, as defined
in §404.1703, your professional
representative must file your written
request for reconsideration with us
through the electronic media that we
prescribe, unless we waive this
requirement.

(d) If you want a reconsideration of
the initial determination that denies
your initial disability claim based on
medical factors, but do not request one
in time, you may ask us for more time
to request a reconsideration. Your
request for an extension of time must be
in writing and must give the reasons
why the request for reconsideration was
not filed within the stated time period.
If you show us that you had good cause
for missing the deadline, we will extend
the time period. To determine whether
good cause exists, we use the standards
explained in § 404.911. You must file
the request for an extension of time
according to the procedures in
paragraphs (b) or (c) of this section.

8. Amend §404.933 by revising the
section heading and paragraphs (a)
introductory text and (b)(2) to read as
follows:

§404.933 How to request a hearing before
an administrative law judge in claims other
than those that involve a denial of an initial
disability claim based on medical factors.

(a) Written request. You may request
a hearing on your claim, other than one
that involves a denial of your initial
disability claim based on medical
factors (see § 404.934), by filing a
written request. You should include in
your request—

* * * * *

(b) * % %

(2) At one of our offices, at the
Veterans Administration Regional Office
in the Philippines, or at an office of the
Railroad Retirement Board if you have
10 or more years of service in the
railroad industry, or at least five years
of railroad service accruing after
December 31, 1995.

* * * * *

9. Add a new §404.934 to read as
follows:

§404.934 How to request a hearing before
an administrative law judge in an initial
disability claim that is denied based on
medical factors.

(a) If we deny your reconsidered
initial disability claim based on medical
factors, you may request a hearing by
filing a written request. You should
include in your request—

(1) The name and social security
number of the wage earner;

(2) The reasons you disagree with the
previous determination or decision;

(3) A statement of additional evidence
to be submitted and the date you will
submit it; and

(4) The name and address of any
designated representative.

(b) Your request for a hearing must be
filed within 60 days after the date you
receive notice of the previous
determination or decision (or within the
extended time period if we extend the
time as provided in paragraph (e) of this
section).

(c) If you have not appointed a
representative, or if your representative
is not a professional representative, as
defined in §404.1703, you may file your
written request for a hearing either
through the electronic media we
prescribe, at one of our offices, at the
Veterans Administration Regional Office
in the Philippines, or at an office of the
Railroad Retirement Board if you have
10 or more years of service in the
railroad industry, or at least five years
of railroad service accruing after
December 31, 1995.

(d) If your representative is a
professional representative, as defined
in §404.1703, your professional
representative must file your written
request for a hearing with us through

the electronic media that we prescribe,
unless we waive this requirement.

(e) If you have a right to a hearing
with respect to a determination or
decision that denies your initial
disability claim based on medical
factors, but you do not request one in
time, you may ask for more time to
make your request. The request for an
extension of time must be in writing and
it must give the reasons why the request
for a hearing was not filed within the
stated time period. If you show that you
had good cause for missing the
deadline, we will extend the time
period. To determine whether good
cause exists, we use the standards
explained in §404.911. You must file
the request for an extension of time
according to the procedures in
paragraphs (b) or (c) of this section.

Subpart R—[Amended]

10. The authority citation for subpart
R of part 404 continues to read as
follows:

Authority: Secs. 205(a), 206, 702(a)(5), and
1127 of the Social Security Act (42 U.S.C.
405(a), 406, 902(a)(5), and 1320a—6); sec. 303,
Pub. L. 108-203, 118 Stat. 493.

11. Amend §404.1700 by revising the
introductory text and paragraph (a) to
read as follows:

§404.1700 Introduction.

You may appoint one or more
individuals or entities to represent you
in any of your dealings with us. This
subpart explains, among other things—

(a) Who may be your representative
and what your representative’s
qualifications must be;

* * * * *

12. Revise §404.1703 to read as

follows:

§404.1703 Definitions.

As used in this subpart—

Access registration means supplying
us with personal information that we
use to identify you, your representative,
or an individual working on behalf of
your representative, to authenticate and
authorize you, your representative, or an
individual working on behalf of your
representative to do business with us.

Direct payment registration means
supplying to us personal, financial
institution, and business affiliation
information that we use to authorize a
representative under certain
circumstances to receive direct payment
of representative fees via electronic
funds transfer.

Disqualify refers to an action that
prohibits a person from participating in
or appearing before a Federal agency or
Federal program, regardless of how long
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the prohibition lasts or the specific
terminology used.

Electronic media means the electronic
media that we prescribe for providing us
information, registering with us, and
filing with us certain applications,
forms, and other documents.

Entity means any business, firm, or
other association, including but not
limited to partnerships, corporations,
for-profit organizations, and not-for-
profit organizations.

Federal agency refers to any authority
of the Executive branch of the
Government of the United States.

Federal program refers to any program
established by an Act of Congress or
administered in whole or in part by a
Federal agency.

Fee petition means a written
statement signed by the claimant’s
representative requesting the fee the
representative wants to charge and
collect for services the representative
provided in pursuing the claimant’s
benefit rights in proceedings before us.

Past-due benefits means the total
amount of benefits under title II of the
Act that has accumulated to all
beneficiaries because of a favorable
administrative or judicial determination
or decision, up to but not including the
month the determination or decision is
made. For purposes of calculating fees
for representation, we determine past-
due benefits before any applicable
reduction under section 1127 of the Act
(for receipt of benefits for the same
period under title XVI). Past-due
benefits do not include:

(1) Continued benefits paid pursuant
to §404.1597a; or

(2) Interim benefits paid pursuant to
section 223(h) of the Act.

Person means an individual or an
entity.

Principal representative means an
attorney who meets all of the
requirements of § 404.1705(a), an
individual other than an attorney who
meets all of the requirements of
§404.1705(b), or an entity that meets all
of the requirements under § 404.1705(b),
who has been appointed to represent
you in dealings with us and who is
responsible for disseminating
information and requests from us to you
and your other representatives, if any.

Professional representative means any
attorney, any individual other than an
attorney, or any entity that holds itself
out to the public as providing
representational services (see
§404.1735) before us, regardless of
whether the representative charges or
collects a fee for providing the
representational services.

Representative means an attorney
who meets all of the requirements of

§404.1705(a), an individual other than
an attorney who meets all of the
requirements of § 404.1705(b), or an
entity that meets all of the requirements
of §404.1705(b), whom you appoint to
represent you in dealings with us. For
purposes of §§404.1740 through
404.1799, the term representative also
includes an attorney or a non-attorney
whom you have not appointed as your
representative under the previous
sentence but who works for or on behalf
of an appointed representative and
helps represent you in your claim before
us.

We, our(s), or us refers to the Social
Security Administration.

You or your(s) refers to any individual
claiming a right under the old-age,
disability, dependents’, or survivors’
benefits program.

13. Amend §404.1705 by removing
the heading for paragraphs (a) and (b),
revising paragraph (b) introductory text,
and adding paragraphs (c) through (g) to
read as follows:

§404.1705 Who may be your
representative.
* * * * *

(b) You may appoint any person who
is not an attorney to be your
representative in dealings with us if the
person—

* * * * *

(c) We may refuse to recognize your
appointed representative if the
representative does not meet our
requirements. We will notify you and
your appointed representative if we do
not recognize your appointed
representative.

(d) You may appoint more than one
representative to represent you at the
same time.

(e) You must have a principal
representative. When you appoint only
one representative, that representative is
your principal representative. When you
appoint more than one representative
you must select one of your appointed
representatives as your principal
representative. Your principal
representative is responsible for
disseminating information and requests
from us to you and your other
representatives, if any, and for
providing us information from you and
about your claim. You may have only
one principal representative at a time.

(f) If at any point you are represented
by more than one representative and
you have not appointed or do not have
a principal representative, we will name
one of your appointed representatives as
your principal representative. You may
appoint a different principal
representative than the one we name by
filing the appropriate form.

(g) Each of your representatives, as
well as individuals working on their
behalf, must complete access
registration with us in the manner we
prescribe.

14. Revise §404.1707 to read as
follows:

§404.1707 How you appoint and revoke
the appointment of a representative.

(a) You must use the version of the
form we prescribe, electronic or paper,
to appoint or revoke the appointment of
a representative.

(1) If your representative is not a
professional representative, and your
representative does not want to deal
with us through the electronic media we
prescribe, we will recognize your
appointment of a representative if—

(i) Both you and your representative
sign the paper form we prescribe;

(ii) You choose a principal
representative on the form we prescribe
at the time of the appointment; and

(iii) You or your representative files
the signed form with us at one of our
offices if you have initially filed a claim
or have requested reconsideration; with
the hearing office if you have requested
a hearing; or with the Appeals Council
if you have requested a review of the
administrative law judge’s decision.

(2) If your representative is a
professional representative, or if your
representative is not a professional
representative but wants to do business
with us through the electronic media we
prescribe, we will recognize your
appointment of a representative if—

(1) Your representative electronically
signs the form we prescribe, prints the
electronically signed form, and you sign
the printed copy of the form;

(ii) You choose a principal
representative on the form we prescribe
at the time of the appointment; and

(iii) Your representative files the
electronic form in the manner we
prescribe.

(3) If we do not make the electronic
form available or we prescribe that the
electronic form is not required, then we
will recognize your appointment of a
professional representative according to
the procedures in paragraph (a)(1) of
this section.

(b) Each time you change your
principal representative, you must file a
new version of the form we prescribe.

(c) If at any point you are represented
by more than one representative and
you have not appointed or do not have
a principal representative, we will name
one of your appointed representatives as
your principal representative. You may
appoint a different principal
representative than the one we name by
filing the appropriate form.
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(d) You must file the form we
prescribe with us to revoke the
appointment of a representative. The
date of the revocation is the date on
which you file the form with us. We
will notify you and your representative
that you revoked your representative’s
appointment.

15. Amend §404.1710 by revising
paragraphs (a) introductory text and (b)
and adding paragraph (c) to read as
follows:

§404.1710 Authority of a representative.

(a) Your representative may, on your
behalf—

* * * * *

(b) Your principal representative may
also sign and file an application on your
behalf for rights or benefits under title
II of the Act, as described in
§404.612(h).

(c) If you appoint an entity as your
representative, any document related to
the claim that is signed by a registered
employee of the entity is binding on that
entity, even if the employee’s
association with the entity ends.

16. Add a new §404.1712 to read as
follows:

§404.1712 When the appointment of your
representative begins and ends.

(a) The appointment of your
representative begins on the date that
you and your representative sign the
form we prescribe appointing your
representative as described in
§404.1707. However, we will not
recognize your appointment of a
representative or deal with your
representative until you or your
representative file(s) the signed form
with us.

(b) If your appointed representative is
an individual, the individual’s authority
continues until the earliest of the
following actions occur—

(1) You file the prescribed form with
us revoking the appointment of your
representative;

(2) Your representative files the
prescribed form with us withdrawing as
your representative;

(3) We have made a final
determination or decision on your claim
and the claims of any auxiliary
beneficiary, the period in which you or
your representative could appeal our
determination or decision has ended,
and you or your representative, or the
auxiliary beneficiary, if any, did not file
an appeal before the end of that period;

(4) Your representative files a fee
petition requesting our authorization to
charge and collect a fee (see §§404.1720
and 404.1725);

(5) We have closed out any
application that was started by you or

on your behalf but was not pursued
within the time period we prescribe;

(6) We disqualify or suspend your
representative; or

(7) Your representative dies.

(c) If your appointed representative is
an entity, the entity’s authority
continues until the earliest of the
following actions occur—

(1) You file the prescribed form with
us revoking the appointment of your
representative;

(2) Your representative files the
prescribed form with us withdrawing as
your representative.

(3) We have made a final
determination or decision on your claim
and the claims of any auxiliary
beneficiary, the period in which you or
your representative could appeal our
determination or decision has ended,
and you or your representative, or the
auxiliary beneficiary, if any, did not file
an appeal before the end of that period;

(4) Your representative files a fee
petition requesting our authorization to
charge and collect a fee (see §§404.1720
and 404.1725);

(5) We have closed out any
application that was started by you or
on your behalf but was not pursued
within the time period we prescribe;

(6) We disqualify or suspend your
representative;

(7) The entity goes out of business; or

(8) The entity changes ownership or
changes the services it provides, such
that it no longer represents claimants
before us.

(d) You may reappoint a
representative by properly filing a new
prescribed form with us in accordance
with §§404.1705 and 404.1707.

17. Add a new §404.1713 to read as
follows:

§404.1713 Professional representatives.

(a) Professional representatives must
conduct business with us electronically
at the times and in the manner that we
prescribe.

(b) Professional representatives, and
individuals working on behalf of
professional representatives on claims
before us, must make certain attestations
we require to ensure that each
individual knows, understands, and
will comply with our rules and
regulations. Each of these individuals
will make these attestations one time
during the access registration process.

18. Revise §404.1715 to read as
follows:

§404.1715 Notice or request to a
representative.

(a) We will send to you, your
principal representative, and your other
representatives, if any, all notices

relating to the appointment of any of
your representatives and the revocation
or withdrawal of an appointment of any
of your representatives. Notices sent in
accordance with §404.1730(c)(2)(i) will
be sent to any representative who has
not filed a written request for a fee in
accordance with §404.1730(c)(1).

(b) We will send only to your
principal representative—

(1) Notices and copies of any
administrative action, determination, or
decision in your claim; and

(2) Requests for information or
evidence in your claim.

(c) If your principal representative is
an entity, we will send all notices,
copies of any administrative action,
determination, or decision in your
claim, and requests for information to
the individual who signed the
appointment of representative form on
behalf of the entity, until or unless the
entity informs us of a different contact
within the entity for this purpose.

(d) Your principal representative is
responsible for informing other
appointed representatives, if any, about
any notices, administrative actions,
determinations, decisions, or requests
for information or evidence that we
send to the principal representative. We
will not send copies of notices, any
administrative actions, determinations,
decisions, or requests for information or
evidence to any representative, except
your principal representative.

(e) Any notice or request we send to
your principal representative will have
the same force and effect as if we sent
it directly to you.

19. Amend §404.1720 by revising
paragraphs (a), (b)(1), (b)(3), (b)(4), (c)
introductory text, (c)(3), the first two
sentences of paragraph (d)(1), and the
first sentence of paragraph (d)(2)(i) to
read as follows:

§404.1720 Fee for a representative’s
services.

(a) General. A representative may
charge and receive a fee for providing
you with services as a representative as
provided in paragraph (b) of this
section, or as provided in section
206(a)(2) of the Act.

(b) Charging and receiving a fee under
the fee petition process. (1) A
representative must file a written fee
petition with us before the
representative may charge or receive a

fee for providing you with services.
* * * * *

(3) A representative must not charge
or receive any fee unless we have
approved it, and a representative must
not charge or receive any fee that is
more than the amount we approve.
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(4) If the representative is an attorney,
a non-attorney who is eligible to
participate in the direct payment
demonstration project, as defined in
§404.1717, or an entity that meets the
requirements in § 404.1730(f) and the
claimant is entitled to past-due benefits,
we will pay the authorized fee, or a part
of the authorized fee, directly to the
attorney, eligible non-attorney, or
eligible entity out of the past-due
benefits, subject to the limitations
described in §404.1730(b)(1). If the
representative is not an attorney,
eligible non-attorney, or eligible entity,
we assume no responsibility for the
payment of any fee that we have
authorized.

(c) Notice of determination on the fee
petition. We will mail to both you and
your representative at your last known
addresses a written notice of what we
decide about the fee petition. We will

state in the notice—
* * * * *

(3) That we are not responsible for
paying the fee, except when we may pay
an attorney, a non-attorney who is
eligible to participate in the direct
payment demonstration project, as
defined in §404.1717, or an entity that
meets the requirements in § 404.1730(f),
from past-due benefits; and
* * * * *

(d) Review of fee petition
determination—(1) Request filed on
time. We will review the decision we
made about a fee petition if either you
or your representative files a written
request for the review through the
electronic media we prescribe or at one
of our offices within 30 days after the
date of the notice of the fee
determination. Either you or your
representative, whoever requests the
review, must mail a copy of the request
to the other person. * * *

(2) Request not filed on time. (i) If you
or your representative requests a review
of the decision we made about a fee, but
does so more than 30 days after the date
of the notice of the fee determination,
whoever makes the request must state in
writing why it was not filed within the
30-day period. * * *

* * * * *

20. Amend § 404.1725 by revising the
section heading, paragraphs (a)
introductory text, (a)(2) through (a)(6),
the heading for paragraph (b), and
paragraph (b)(1)(vii) to read as follows:

§404.1725 Request for approval of a fee
petition.

(a) Filing a written fee petition. Unless
your representative’s fee is approved
pursuant to section 206(a)(2) of the Act,
in order for your representative to

obtain approval of a fee for services your
representative performed in dealings
with us, your representative must file a
written fee petition through the
electronic media we prescribe or at one
of our offices. This should be done after
the proceedings in which your
representative represented you are
completed. The request must contain—
* k%

(2) A list of the services your
representative provided and the amount
of time your representative spent on
each type of service;

(3) The amount of the fee your
representative wants to charge for the
services;

(4) The amount of fee your
representative wants to request or
charge for representing you in the same
matter before any State or Federal court;

(5) The amount of and a list of any
expenses your representative incurred
for which your representative has been
paid or expects to be paid;

(6) A description of the special
qualifications which enabled your
representative, if not an attorney, to give
valuable help in connection with your
claim; and * * *

(b) Evaluating a request for approval
of a fee petition.

(1) EE

(vii) The amount of fee the
representative requests for the
representative’s services, including any
amount authorized or requested before,
but not including the amount of any
expenses the representative incurred.

* * * * *

21. Amend § 404.1728 by revising

paragraph (a) to read as follows:

§404.1728 Proceedings before a State or
Federal court.

(a) Representation of a party in court
proceedings in fee petitions. We will not
consider any service the representative
gave you in any proceeding before a
State or Federal court to be services as
a representative in dealings with us.
However, if the representative also has
given service to you in the same
connection in any dealings with us, the
representative must specify what, if any,
portion of the fee the representative
wants to charge is for services
performed in dealings with us. If the
representative charges any fee for those
services, the representative must file the
request and furnish all of the
information required by § 404.1725.

* * * * *

22. Revise §404.1730 to read as

follows:

§404.1730 Payment of fees.

(a) Fees allowed by a Federal court in
fee petitions. We will pay a

representative who is an attorney out of
your past-due benefits the amount of the
fee allowed by a Federal court in a
proceeding under title II of the Act. This
payment is subject to the limitations
described in paragraph (b)(1) of this
section.

(b) Fees we may authorize for
payment in fee petitions—(1) Attorneys,
eligible non-attorneys, and eligible
entities. Except as provided in
paragraphs (c) and (e) of this section, if
we make a determination or decision in
your favor and you were represented by
an attorney, a non-attorney who is
eligible to participate in the direct
payment demonstration project, as
defined in §404.1717, or an entity that
meets the requirements in paragraph (f)
of this section, and as a result of the
determination or decision you have
past-due benefits, we will pay the
representative out of the past-due
benefits, the smallest of the amounts in
paragraphs (b)(1)(i) or (ii) of this section,
less the amount of the assessment
described in paragraph (d) of this
section.

(i) Twenty-five percent of the total of
the past-due benefits; or

(i1) The amount of the fee that we set.

(2) Persons not eligible for direct
payment. If the representative is a non-
attorney who is not eligible to
participate in the direct payment
demonstration project or an entity that
is not eligible for direct payment of the
fee, we assume no responsibility for the
payment of any fee that we have
authorized. We will not deduct the fee
from your past-due benefits.

(c) Time limit for filing request for
approval of fee petition to obtain direct
payment. (1) To receive direct payment
of a fee from your past-due benefits, a
representative who is an attorney, a
non-attorney who is eligible to
participate in the direct payment
demonstration project, as defined in
§404.1717, or an entity that meets the
requirements in paragraph (f) of this
section should file a request for
approval of a fee or a written notice of
the intent to file a request within 60
days of the date we mail the notice of
the favorable determination or decision.
The representative should file the
request or written notice through the
electronic media we prescribe or at one
of our offices. Your representative must
send you a copy of any request for
approval of a fee, any written notice of
the intent to file a request for approval
of a fee, or any request for an extension
of time filed with us.

(2)(i) If no request is filed within 60
days of the date we mail the notice of
the favorable determination or decision,
we will mail a written notice to you and
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your representative at your last known
addresses. The notice will inform you
and the representative that unless the
representative files, within 20 days from
the date of the notice, a written request
for approval of a fee under § 404.1725,
or a written request for an extension of
time showing good cause (see
§404.911), we will pay all the past-due
benefits to you.

(ii) Your representative must send you
a copy of any request made to us for an
extension of time. If the request is not
filed within 20 days of the date of the
notice we send under paragraph (c)(2)(i)
of this section, or by the last day of any
extension we approved, we will pay all
past-due benefits to you. We must
approve any fee your representative
charges after that time, but the
collection of any approved fee is a
matter between you and your
representative.

(d) Assessment when we pay a fee
directly to a representative. (1)
Whenever we pay a fee directly to a
representative from past-due benefits,
we impose an assessment on the
representative.

(2) The amount of the assessment is
equal to the lesser of:

(i) The product we obtain by
multiplying the amount of the fee we
are paying to the representative by the
percentage rate the Commissioner of
Social Security determines is necessary
to achieve full recovery of the costs of
determining and paying fees directly to
representatives, but not in excess of 6.3
percent; and

(ii) The maximum assessment
amount. The maximum assessment
amount was initially set at $75, but by
law is adjusted annually to reflect the
increase in the cost-of-living. (See
§§ 404.270 through 404.278 for an
explanation of how the cost-of-living
adjustment is computed.) If the adjusted
amount is not a multiple of $1, we
round down the amount to the next
lower $1, but the amount will not be
less than $75. We will announce in the
Federal Register any increase in the
maximum assessment amount and
explain how the increase was
determined.

(3) We collect the assessment by
subtracting it from the amount of the fee
to be paid to the representative. The
representative who is subject to an
assessment may not, directly or
indirectly, request or otherwise obtain
reimbursement of the assessment from
you.

(e) Direct payment registration. (1) To
receive direct payment, the
representative must first complete direct
payment registration with us in the form
and manner that we prescribe.

(2) We will only make direct payment
of fees via electronic funds transfer.

(f) Direct payment to entities. We will
only make direct payment to an entity
that provides the following attestations
in its request for direct payment of fees:

(1) The entity must attest that it is in
possession of a signed statement from
each attorney or non-attorney who has
performed any representational services
for the claim in question that includes
the following:

(i) The attorney or non-attorney has
performed all representational services
on behalf of the entity,

(ii) Any fees paid pursuant to the
services the attorney or non-attorney
have provided should be paid directly
to the entity, and

(iii) The attorney or non-attorney
representative receives compensation
for the services provided directly from
the entity.

(2) The entity must attest that all
individuals who have provided
representational services on the claim in
question are individuals who qualify for
direct payment under the Act or the
direct payment demonstration project,
as defined in § 404.1717.

23. Add a new §404.1732 to read as
follows:

§404.1732 Waiver of fee or direct
payment, or both.

(a) Your representative may choose to
waive the right to charge and receive a
fee. An otherwise eligible representative
who wishes to charge and receive a fee
may waive the right to direct payment.
A representative who waives the right to
direct payment does not automatically
waive the right to charge and receive a
fee.

(b) Your representative must file a
form we prescribe to waive direct
payment of the fee.

(c) A waiver of the right to charge and
receive a fee or of direct payment, or
both, will apply to fees approved by a
Federal court, unless it is otherwise
specifically noted on the form
completed in accordance with
paragraph (b) of this section.

(d) If you have appointed an entity as
your representative, any registered
employee of the entity may sign the
form completed in accordance with
paragraph (b) of this section to waive
the fee or direct payment, or both, on
behalf of the entity.

24. Amend §404.1740 by revising the
first sentence of paragraph (a)(1),
paragraph (b) introductory text,
paragraph (b)(3) introductory text, the
third sentence of paragraph (b)(3)(i), and
the second sentence of paragraph
(b)(3)(ii), adding paragraphs (b)(3)(iii)
and (b)(4), revising paragraphs (c)

introductory text, (c)(4), (c)(6), and
(c)(7)(iii), and adding paragraphs (c)(8)
through (c)(13) to read as follows:

§404.1740 Rules of conduct and
standards of responsibility for
representatives.

(a) * * * (1) All persons acting on
behalf of a party seeking a statutory
right or benefit must, in their dealings
with us, faithfully execute their duties
as agents and fiduciaries of a party.

* * %

(b) Affirmative duties. A
representative must, in conformity with
the regulations setting forth our existing
duties and responsibilities and those of
claimants (see §404.1512 in disability

and blindness claims):
* * * * *

(3) Conduct the representative’s
dealings in a manner that furthers the
efficient, fair, and orderly conduct of the
administrative decision-making process,
including duties to:

(i) * * *This includes knowing the
significant issue(s) in a claim and
having a working knowledge of the
applicable provisions of the Social
Security Act, as amended, the
regulations and the Rulings;

(ii) * * * This includes providing
prompt and responsive answers to
requests from the Agency for
information pertinent to processing of
the claim; and

(iii) Maintain a paper copy of the form
described in §404.1707(a) that reflects
the representative’s and the claimant’s
signatures and respective signature
dates appointing the representative, and
maintain copies of the signed
attestations described in § 404.1730(f),
and provide paper copies to us on
request.

(4) If the representative is a
professional representative, conduct
business with us electronically at the
times and in the manner that we
prescribe when submitting any written
request for reconsideration or a hearing
before an administrative law judge on
an initial disability claim that was based
on medical factors.

(c) Prohibited actions. A
representative must not:

* * * * *

(4) Through the representative’s own
actions or omissions, unreasonably
delay or cause to be delayed, without
good cause (see § 404.911(b)), the
processing of a claim at any stage of the
administrative decision-making process;
* * * * *

(6) Attempt to influence, directly or
indirectly, the outcome of a decision,
determination or other administrative
action by offering or granting a loan,



51974 Federal Register/Vol.

73, No. 174/Monday, September 8,

2008 /Proposed Rules

gift, entertainment or anything of value
to a presiding official, Agency employee
or witness who is or may reasonably be
expected to be involved in the
administrative decisionmaking process,
except as reimbursement for
legitimately incurred expenses or lawful
compensation for the services of an
expert witness retained on a non-
contingency basis to provide evidence;

(7) * x %

(iii) Threatening or intimidating
language, gestures or actions directed at
a presiding official, witness or Agency
employee which results in a disruption
of the orderly presentation and
reception of evidence;

(8) Violate any section of the Social
Security Act for which a criminal or
civil monetary penalty is prescribed;

(9) Refuse to comply with any of our
rules or regulations;

(10) Suggest, assist, or direct another
person to violate our rules or
regulations;

(11) Advise any claimant or
beneficiary not to comply with any of
our rules and regulations;

(12) Assist another person whom we
have suspended or disqualified; or

(13) Fail to comply with our decision
regarding sanctions.

25. Amend §404.1750 by revising
paragraphs (a) and (d) to read as follows:

§404.1750 Notice of charges against a
representative.

(a) The General Counsel (or other
official the Commissioner may
designate), or his or her designee, will
prepare a notice containing a statement
of charges that constitutes the basis for
the proceeding against the

representative.
* * * * *

(d) The General Counsel (or other
official the Commissioner may
designate), or his or her designee, may
extend the 30-day period for good cause
in accordance with §404.911.

* * * * *

26. Revise §404.1755 to read as
follows:

§404.1755 Withdrawing charges against a
representative.

The General Counsel (or other official
the Commissioner may designate), or his
or her designee, may withdraw charges
against a representative. We will do this
if the representative files an answer, or
we obtain evidence, that satisfies us that
we should not suspend or disqualify the
representative from acting as a
representative in dealings with us.
When we consider withdrawing charges
brought under §404.1745(d) or (e) based
on the representative’s assertion that,
before or after our filing of charges, the

representative has been reinstated to
practice by the court, bar, or Federal
program or Federal agency that
suspended, disbarred, or disqualified
the representative, the General Counsel
(or other official the Commissioner may
designate), or his or her designee, will
determine whether such reinstatement
occurred, whether it remains in effect,
and whether he or she is reasonably
satisfied that the representative will in
the future act in accordance with the
provisions of section 206(a) of the Act
and our rules and regulations. If the
representative proves that reinstatement
occurred and remains in effect and the
General Counsel, or his or her designee,
is so satisfied, the General Counsel, or
his or her designee, will withdraw those
charges. The action of the General
Counsel, or his or her designee,
regarding withdrawal of charges is
solely that of the General Counsel (or
other official the Commissioner may
designate), or his or her designee, and
is not reviewable, or subject to
consideration in decisions made under
§§404.1770 and 404.1790. If we
withdraw the charges, we will notify the
representative by mail at the
representative’s last known address.

27. Amend § 404.1765 by revising
paragraphs (a), (b)(1), and (e), the first
sentence of paragraph (g)(2), and
paragraphs (i), (1), and (m) to read as
follows:

§404.1765 Hearing on charges.

(a) Holding the hearing. If the General
Counsel (or other official the
Commissioner may designate), or his or
her designee, does not take action to
withdraw the charges within 15 days
after the date on which the
representative filed an answer, we will
hold a hearing and make a decision on
the charges.

(b) Hearing officer. (1) The Deputy
Commissioner for Disability
Adjudication and Review (or other
official the Commissioner may
designate), or his or her designee, will
assign an administrative law judge,
designated to act as a hearing officer, to
hold a hearing on the charges.

* * * * *

(e) Parties. The representative against
whom charges have been made is a
party to the hearing. The General
Counsel (or other official the
Commissioner may designate), or his or
her designee, will also be a party to the
hearing.

(g) Conduct of the hearing. * * *

(2) If the representative did not file an
answer to the charges, the representative

has no right to present evidence at the
hearing. * * *
* * * * *

(i) Witnesses. Witnesses who testify at
the hearing must do so under oath or
affirmation. Either the representative or
a person representing the representative
may question the witnesses. The other
party and that party’s representative
must also be allowed to question the
witnesses. The hearing officer may also
ask questions as considered necessary,
and will rule upon any objection made
by either party about whether any
question is proper.

* * * * *

(1) Representation. The representative,
as the person charged, may appear in
person and may be represented by an
attorney or other representative. The
General Counsel (or other official the
Commissioner may designate), or his or
her designee, will be represented by one
or more attorneys from the Office of the
General Counsel.

(m) Failure to Appear. If the
representative or the other party to the
hearing fails to appear after being
notified of the time and place, the
hearing officer may hold the hearing
anyway so that the party present may
offer evidence to sustain or rebut the
charges. The hearing officer will give
the other party who failed to appear an
opportunity to show good cause for
failure to appear. If the party fails to
show good cause, the party is
considered to have waived the right to
be present at the hearing. If the party
shows good cause, the hearing officer

may hold a supplemental hearing.

28. Amend §404.1770 by revising
paragraphs (a)(1), (a)(2), (a)(3)
introductory text, (a)(3)(ii), (b)(2), and
(b)(3) to read as follows:

§404.1770 Decision by hearing officer.

(a) General. (1) After the close of the
hearing, the hearing officer will issue a
decision or certify the case to the
Appeals Council. The decision must be
in writing, will contain findings of fact
and conclusions of law, and be based
upon the evidence of record.

(2) In deciding whether a person has
been, by reason of misconduct,
disbarred or suspended by a court or
bar, or disqualified from participating in
or appearing before any Federal program
or agency, the hearing officer will
consider the reasons for the disbarment,
suspension, or disqualification action. If
the action was taken for solely
administrative reasons (e.g., failure to
pay dues or to complete continuing
legal education requirements), that will
not disqualify the person from acting as
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a representative before us. However, this
exception to disqualification does not
apply if the administrative action was
taken in lieu of disciplinary proceedings
(e.g., acceptance of a voluntary
resignation pending disciplinary
action). Although the hearing officer
will consider whether the disbarment,
suspension, or disqualification action is
based on misconduct when deciding
whether a person should be disqualified
from acting as a representative before
us, the hearing officer will not re-
examine or revise the factual or legal
conclusions that led to the disbarment,
suspension, or disqualification.

(3) If the hearing officer finds that the
charges against the representative have
been sustained, he or she will either—

* * * * *

(ii) Disqualify the representative from
acting as a representative in dealings
with us until the representative may be
reinstated under § 404.1799.
Disqualification is the sole sanction
available if the charges have been
sustained because the representative has
been disbarred or suspended from any
court or bar to which the representative
was previously admitted to practice or
disqualified from participating in or
appearing before any Federal program or
agency, or because the representative
has collected or received, and retains, a
fee for representational services in
excess of the amount authorized.

* * * * *

(b) Effect of hearing officer’s decision.
EE

(2) If the final decision is that a
person is disqualified from being a
representative in dealings with us, the
representative will not be permitted to
represent anyone in dealings with us
until authorized to do so under the
provisions of § 404.1799.

(3) If the final decision is that a
person is suspended for a specified
period of time from being a
representative in dealings with us, the
representative will not be permitted to
represent anyone in dealings with us
during the period of suspension unless
authorized to do so under the provisions
of §404.1799.

29. Amend §404.1780 by revising
paragraph (b) to read as follows:

§404.1780 Appeals Council’s review of
hearing officer’s decision.

(b) If a party files a brief or other
written statement with the Appeals
Council, the party must send a copy to
the opposing party and certify that the
copy has been sent.

30. Amend §404.1799 by revising
paragraphs (b), (c), (d)(2), (d)(3), and (e),
to read as follows:

§404.1799 Reinstatement after
suspension or disqualification—period of
suspension not expired.

* * * * *

(b) The suspended or disqualified
person must submit any evidence the
person wishes to have considered along
with the request to be allowed to serve
as a representative again.

(c) The General Counsel (or other
official the Commissioner may
designate), or his or her designee, upon
notification of receipt of the request,
will have 30 days in which to present
a written report of any experiences with
the suspended or disqualified person
subsequent to that person’s suspension
or disqualification. The Appeals
Council will make available to the
suspended or disqualified person a copy
of the report.

(d) * % %

(2) If a person was disqualified
because the person had been disbarred
or suspended from a court or bar, the
Appeals Council will grant a request for
reinstatement as a representative only if
the criterion in paragraph (d)(1) of this
section is met and the disqualified
person shows that the person has been
admitted (or readmitted) to and is in
good standing with the court or bar from
which the person had been disbarred or
suspended.

(3) If a person was disqualified
because the person had been
disqualified from participating in or
appearing before a Federal program or
Federal agency, the Appeals Council
will grant the request for reinstatement
only if the criterion in paragraph (d)(1)
of this section is met and the
disqualified person shows that the
person is now qualified to participate in
or appear before that Federal program or

Federal agency.

(e) The Appeals Council will mail a
notice of its decision on the request for
reinstatement to the suspended or
disqualified person. It will also mail a
copy to the General Counsel (or other
official the Commissioner may

designate), or his or her designee.
* * * * *

PART 408—SPECIAL BENEFITS FOR
CERTAIN WORLD WAR Il VETERANS

Subpart K—[Amended]

31. The authority citation for subpart
K of part 408 continues to read as
follows:

Authority: Secs. 702(a)(5) and 810(a) of the

Social Security Act (42 U.S.C. 902(a)(5) and
1010(a)).

32. Amend §408.1101 by revising
paragraphs (a) and (b)(3) to read as
follows:

§408.1101 Can you appoint someone to
represent you?

(a) General rules. You may appoint
one or more individuals or entities to
represent you in any of your dealings
with us. For purposes of this part, the
rules on representation of parties in
§§416.1500—416.1505, 416.1507—
416.1515 and 416.1540—-416.1599 of this
chapter apply except as noted in
paragraph (b) of this section.

(b) Exceptions. * * *

(3) In §416.1507(a)(1)(iii), the words
“one of our offices” are deemed to read
“any of the offices listed in
§408.1009(b).”

* * * * *

PART 416—SUPPLEMENTAL
SECURITY INCOME FOR THE AGED,
BLIND, AND DISABLED

Subpart C—[Amended]

33. The authority citation for subpart
C of part 416 continues to read as
follows:

Authority: Secs. 702(a)(5), 1611, and
1631(a), (d), and (e) of the Social Security Act
(42 U.S.C. 902(a)(5), 1382, and 1383(a), (d),
and (e)).

34. Amend §416.315 by adding
paragraph (d) to read as follows:

§416.315 Who may sign an application.

* * * * *

(d) Your principal representative (see
§§416.1505 and 416.1507) may sign and
file your application with us. If a
principal representative signs an
application on your behalf, you are
responsible for the accuracy of the
information you provide.

Subpart N—[Amended]

35. The authority citation for subpart
N of part 416 continues to read as
follows:

Authority: Secs. 702(a)(5), 1631, and 1633
of the Social Security Act (42 U.S.C.
902(a)(5), 1383, and 1383b); sec. 202, Pub. L.
108-203, 118 Stat. 509 (42 U.S.C. 902 note).

36. Amend §416.1401 by adding a
definition in alphabetical order to read
as follows:

§416.1401 Definitions.

* * * * *

Initial disability claim means:

(1) An application for benefits that is
based on whether you are disabled
under title II of the Act, or

(2) An application for supplemental
security income payments that is based
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on whether you are disabled or blind
under title XVI of the Act.

(3) For purposes of this subpart, the
term “‘initial disability claim” does not
include a continuing disability review
or an age-18 redetermination.

* * * * *

37. Amend §416.1403 by revising
paragraph (a)(7) to read as follows:

§416.1403 Administrative actions that are
not initial determinations.

(a) * *x %

(7) Refusing to recognize,
disqualifying, or suspending a person,
as defined in § 416.1503, from acting as
your representative in a proceeding
before us (see §§416.1505 and
416.1545);

* * * * *

38. Amend §416.1409 by revising the
section heading and paragraph (a), and
by removing the heading for paragraph
(b), to read as follows:

§416.1409 How to request reconsideration
in claims other than those that involve a
denial of an initial disability claim based on
medical factors.

(a) We will reconsider an initial
determination, other than one that
involves a denial of your initial
disability claim based on medical
factors (see §416.1410), if you or any
other party to the reconsideration files
a written request within 60 days after
the date you receive notice of the initial
determination (or within the extended
time period if we extend the time as
provided in paragraph (b) of this section
at one of our offices, the Veterans
Administration Regional Office in the
Philippines, or an office of the Railroad
Retirement Board if you have 10 or more
years of service in the railroad industry,
or at least five years of railroad service
accruing after December 31, 1995.

* * * * *

39. Add a new §416.1410 to read as
follows:

§416.1410 How to request reconsideration
in an initial disability claim that is denied
based on medical factors.

(a) If you file an initial disability
claim, we will reconsider an initial
determination that denies your claim
based on medical factors if you or any
other party to the reconsideration files
a written request within 60 days after
the date you receive notice of the initial
determination and you make your
request in accordance with paragraphs
(b) or (c) (or within the extended time
period if we extend the time as provided
in paragraph (d)) of this section.

(b) If you have not appointed a
representative, or if your representative
is not a professional representative, as

defined in §416.1503, you may file your
written request for reconsideration
either through the electronic media we
prescribe, at one of our offices, at the
Veterans Administration Regional Office
in the Philippines, or at an office of the
Railroad Retirement Board if you have
10 or more years of service in the
railroad industry, or at least five years
of railroad service accruing after
December 31, 1995.

(c) If your representative is a
professional representative, as defined
in §416.1503, your professional
representative must file your written
request for reconsideration with us
through the electronic media that we
prescribe, unless we waive this
requirement.

(d) If you want a reconsideration of
the initial determination that denies
your initial disability claim based on
medical factors, but do not request one
in time, you may ask us for more time
to request a reconsideration. Your
request for an extension of time must be
in writing and must give the reasons
why the request for reconsideration was
not filed within the stated time period.
If you show us that you had good cause
for missing the deadline, we will extend
the time period. To determine whether
good cause exists, we use the standards
explained in §416.1411. You must file
the request for an extension of time
according to the procedures in
paragraphs (b) or (c) of this section.

40. Amend §416.1433 by revising the
section heading and paragraphs (a)
introductory text and (b) to read as
follows:

§416.1433 How to request a hearing
before an administrative law judge in claims
other than those that involve a denial of an
initial disability claim based on medical
factors.

(a) Written request. You may request
a hearing on your claim, other than one
that involves a denial of your initial
disability claim based on medical
factors (see §416.1434), by filing a
written request. You should include in

your request—
* * * * *

(b) When and where to file. The
request must be filed within 60 days
after the date you receive notice of the
previous determination or decision (or
within the extended time period if we
extend the time as provided in
paragraph (c) of this section at one of
our offices, at the Veterans
Administration Regional Office in the
Philippines, or at an office of the
Railroad Retirement Board if you have
10 or more years of service in the
railroad industry, or at least five years

of railroad service accruing after
December 31, 1995.

* * * * *

41. Add anew §416.1434 to read as
follows:

§416.1434 How to request a hearing
before an administrative law judge in an
initial disability claim that is denied based
on medical factors.

(a) If we deny your reconsidered
initial disability claim based on medical
factors, you may request a hearing by
filing a written request. You should
include in your request—

(1) The name and Social Security
number of the wage earner;

(2) The reasons you disagree with the
previous determination or decision;

(3) A statement of additional evidence
to be submitted and the date you will
submit it; and

(4) The name and address of any
designated representative.

(b) Your request for a hearing must be
filed within 60 days after the date you
receive notice of the previous
determination or decision (or within the
extended time period if we extend the
time as provided in paragraph (e) of this
section).

(c) If you have not appointed a
representative, or if your representative
is not a professional representative, as
defined in §416.1503, you may file your
written request for a hearing either
through the electronic media we
prescribe, at one of our offices, at the
Veterans Administration Regional Office
in the Philippines, or at an office of the
Railroad Retirement Board if you have
10 or more years of service in the
railroad industry, or at least five years
of railroad service accruing after
December 31, 1995.

(d) If your representative is a
professional representative, as defined
in §416.1503, your professional
representative must file your written
request for a hearing with us through
the electronic media that we prescribe,
unless we waive this requirement.

(e) If you have a right to a hearing
with respect to a determination or
decision that denies your initial
disability claim based on medical
factors, but you do not request one in
time, you may ask for more time to
make your request. The request for an
extension of time must be in writing and
it must give the reasons why the request
for a hearing was not filed within the
stated time period. If you show that you
had good cause for missing the
deadline, we will extend the time
period. To determine whether good
cause exists, we use the standards
explained in § 416.1411. You must file
the request for an extension of time
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according to the procedures in
paragraphs (b) or (c) of this section.

Subpart O—[Amended]

42. The authority citation for subpart
O of part 416 continues to read as
follows:

Authority: Secs. 702(a)(5), 1127 and
1631(d) of the Social Security Act (42 U.S.C.
902(a)(5), 1320a—6 and 1383(d)); sec. 303,
Pub. L. 108-203, 118 Stat. 493.

43. Amend §416.1500 by revising the
introductory text and paragraph (a) to
read as follows:

§416.1500 Introduction.

You may appoint one or more
individuals or entities to represent you
in any of your dealings with us. This
subpart explains, among other things—

(a) Who may be your representative
and what your representative’s

qualifications must be;
* * * * *

44, Revise §416.1503 to read as
follows:

§416.1503 Definitions.

As used in this subpart—

Access registration means supplying
us with personal information that we
use to identify you, your representative,
or an individual working on behalf of
your representative, to authenticate and
authorize you, your representative, or an
individual working on behalf of your
representative to do business with us.

Direct payment registration means
supplying to us personal, financial
institution, and business affiliation
information that we use to authorize a
representative under certain
circumstances to receive direct payment
of representative fees via electronic
funds transfer.

Disqualify refers to an action that
prohibits a person from participating in
or appearing before a Federal agency or
Federal program, regardless of how long
the prohibition lasts or the specific
terminology used.

Electronic media means the electronic
media that we prescribe for providing us
information, registering with us, and
filing with us certain applications,
forms, and other documents.

Entity means any business, firm, or
other association, including but not
limited to partnerships, corporations,
for-profit organizations, and not-for-
profit organizations.

Federal agency refers to any authority
of the Executive branch of the
Government of the United States.

Federal program refers to any program
established by an Act of Congress or
administered in whole or in part by a
Federal agency.

Fee petition means a written
statement signed by the claimant’s
representative requesting the fee the
representative wants to charge and
collect for services the representative
provided in pursuing the claimant’s
benefit rights in proceedings before us.

Past-due benefits means the total
amount of payments under title XVI of
the Act, the Supplemental Security
Income (SSI) program, including any
Federally administered State payments,
that has accumulated to you and your
spouse because of a favorable
administrative or judicial determination
or decision, up to but not including the
month the determination or decision is
made. For purposes of calculating fees
for representation, we first determine
the SSI past-due benefits before any
applicable reduction for reimbursement
to a State (or political subdivision) for
interim assistance reimbursement, and
before any applicable reduction under
section 1127 of the Act (for receipt of
benefits for the same period under title
II). We then reduce that figure by the
amount of any reduction of title IT or
title XVI benefits that was required by
section 1127. We do this whether the
actual offset, as provided under section
1127, reduced the title II or title XVI
benefits. Past-due benefits do not
include:

(1) Continued benefits paid pursuant
to §416.996;

(2) Continued benefits paid pursuant
to §416.1336(b); or

(3) Interim benefits paid pursuant to
section 1631(a)(8) of the Act.

Person means an individual or an
entity.

Principal representative means an
attorney who meets all of the
requirements of § 416.1505(a), an
individual other than an attorney who
meets all of the requirements of
§416.1505(b), or an entity that meets all
of the requirements under § 416.1505(b),
who has been appointed to represent
you in dealings with us and who is
responsible for disseminating
information and requests from us to you
and your other representatives, if any.

Professional representative means any
attorney, any individual other than an
attorney, or any entity that holds itself
out to the public as providing
representational services (see
§416.1535) before us, regardless of
whether the representative charges or
collects a fee for providing the
representational services.

Representative means an attorney
who meets all of the requirements of
§416.1505(a), an individual other than
an attorney who meets all of the
requirements of § 416.1505(b), or an
entity that meets all of the requirements

of §416.1505(b), whom you appoint to
represent you in dealings with us. For
purposes of §§ 416.1540 through
416.1599, the term representative also
includes an attorney or a non-attorney
whom you have not appointed as your
representative under the previous
sentence but who works for or on behalf
of an appointed representative and
helps represent you in your claim before
us.

We, our(s), or us refers to the Social
Security Administration.

You or your(s) refers to any individual
or the eligible spouse of any individual
claiming or receiving supplemental
security income benefits.

45. Amend § 416.1505 by removing
the heading for paragraphs (a) and (b),
revising paragraph (b) introductory text,
and adding paragraphs (c) through (g) to
read as follows:

§416.1505 Who may be your
representative.
* * * * *

(b) You may appoint any person who
is not an attorney to be your
representative in dealings with us if the
person—

* * * * *

(c) We may refuse to recognize your
appointed representative if the
representative does not meet our
requirements. We will notify you and
your appointed representative if we do
not recognize your appointed
representative.

(d) You may appoint more than one
representative to represent you at the
same time.

(e) You must have a principal
representative. When you appoint only
one representative, that representative is
your principal representative. When you
appoint more than one representative
you must select one of your appointed
representatives as your principal
representative. Your principal
representative is responsible for
disseminating information and requests
from us to you and your other
representatives, if any, and for
providing us information from you and
about your claim. You may have only
one principal representative at a time.

(f) If at any point you are represented
by more than one representative and
you have not appointed or do not have
a principal representative, we will name
one of your appointed representatives as
your principal representative. You may
appoint a different principal
representative than the one we name by
filing the appropriate form.

(g) Each of your representatives, as
well as individuals working on their
behalf, must complete access
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registration with us in the manner we
prescribe.

46. Revise §416.1507 to read as
follows:

§416.1507 How you appoint and revoke
the appointment of a representative.

(a) You must use the version of the
form we prescribe, electronic or paper,
to appoint or revoke the appointment of
a representative.

(1) If your representative is not a
professional representative, and your
representative does not want to deal
with us through the electronic media we
prescribe, we will recognize your
appointment of a representative if—

(i) Both you and your representative
sign the paper form we prescribe;

(ii) You choose a principal
representative on the form we prescribe
at the time of the appointment; and

(iii) You or your representative files
the signed form with us at one of our
offices if you have initially filed a claim
or have requested reconsideration; with
the hearing office if you have requested
a hearing; or with the Appeals Council
if you have requested a review of the
administrative law judge’s decision.

(2) If your representative is a
professional representative, or if your
representative is not a professional
representative but wants to do business
with us through the electronic media we
prescribe, we will recognize your
appointment of a representative if—

(1) Your representative electronically
signs the form we prescribe, prints the
electronically signed form, and you sign
the printed copy of the form;

(i1) You choose a principal
representative on the form we prescribe
at the time of the appointment; and

(iii) Your representative files the
electronic form in the manner we
prescribe.

(3) If we do not make the electronic
form available or we prescribe that the
electronic form is not required, then we
will recognize your appointment of a
professional representative according to
the procedures in paragraph (a)(1) of
this section.

(b) Each time you change your
principal representative, you must file a
new version of the form we prescribe.

(c) If at any point you are represented
by more than one representative and
you have not appointed or do not have
a principal representative, we will name
one of your appointed representatives as
your principal representative. You may
appoint a different principal
representative than the one we name by
filing the appropriate form.

(d) You must file the form we
prescribe with us to revoke the
appointment of a representative. The

date of the revocation is the date on
which you file the form with us. We
will notify you and your representative
that you revoked your representative’s
appointment.

47. Amend §416.1510 by revising
paragraphs (a) introductory text and (b)
and by adding paragraph (c) to read as
follows:

§416.1510 Authority of a representative.
(a) Your representative may, on your

behalf—

* * * * *

(b) Your principal representative may
also sign and file an application on your
behalf for rights or benefits under title
XVI of the Act, as described in
§416.315(d).

(c) If you appoint an entity as your
representative, any document related to
the claim that is signed by a registered
employee of the entity is binding on that
entity, even if the employee’s
association with the entity ends.

48. Add a new §416.1512 to read as
follows:

§416.1512 When the appointment of your
representative begins and ends.

(a) The appointment of your
representative begins on the date that
you and your representative sign the
form we prescribe appointing your
representative as described in
§416.1507. However, we will not
recognize your appointment of a
representative or deal with your
representative until you or your
representative file(s) the signed form
with us.

(b) If your appointed representative is
an individual, the individual’s authority
continues until the earliest of the
following actions occur—

(1) You file the prescribed form with
us revoking the appointment of your
representative;

(2) Your representative files the
prescribed form with us withdrawing as
your representative;

(3) We have made a final
determination or decision on your claim
of the period in which you or your
representative could appeal our
determination or decision has ended,
and you or your representative did not
file an appeal before the end of that
period;

(4) Your representative files a fee
petition requesting our authorization to
charge and collect a fee (see §§416.1520
and 416.1525);

(5) We have closed out any
application that was started by you or
on your behalf but was not pursued
within the time period we prescribe;

(6) We disqualify or suspend your
representative; or

(7) Your representative dies.

(c) If your appointed representative is
an entity, the entity’s authority
continues until the earliest of the
following actions occur—

(1) You file the prescribed form with
us revoking the appointment of your
representative;

(2) Your representative files the
prescribed form with us withdrawing as
your representative.

(3) We have made a final
determination or decision on your claim
of the period in which you or your
representative could appeal our
determination or decision has ended,
and you or your representative did not
file an appeal before the end of that
period;

(4) Your representative files a fee
petition requesting our authorization to
charge and collect a fee (see §§416.1520
and 416.1525);

(5) We have closed out any
application that was started by you or
on your behalf but was not pursued
within the time period we prescribe;

(6) We disqualify or suspend your
representative;

(7) The entity goes out of business; or

(8) The entity changes ownership or
changes the services it provides, such
that it no longer represents claimants
before us.

(d) You may reappoint a
representative by properly filing a new
prescribed form with us in accordance
with §§416.1505 and 416.1507.

49. Add anew §416.1513 to read as
follows:

§416.1513 Professional representatives.

(a) Professional representatives must
conduct business with us electronically
at the times and in the manner that we
prescribe.

(b) Professional representatives, and
individuals working on behalf of
professional representatives on claims
before us, must make certain attestations
we require to ensure that each
individual knows, understands, and
will comply with our rules and
regulations. Each of these individuals
will make these attestations one time
during the access registration process.

50. Revise §416.1515 to read as
follows:

§416.1515 Notice or request to a
representative.

(a) We will send to you, your
principal representative, and your other
representatives, if any, all notices
relating to the appointment of any of
your representatives and the revocation
or withdrawal of an appointment of any
of your representatives. Notices sent in
accordance with §416.1530(c)(2)(i) will
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be sent to any representative who has
not filed a written request for a fee in
accordance with §416.1530(c)(1).

(b) We will send only to your
principal representative—

(1) Notices and copies of any
administrative action, determination, or
decision in your claim; and

(2) Requests for information or
evidence in your claim.

(c) If your principal representative is
an entity, we will send all notices,
copies of any administrative action,
determination, or decision in your
claim, and requests for information to
the individual who signed the
appointment of representative form on
behalf of the entity, until or unless the
entity informs us of a different contact
within the entity for this purpose.

(d) Your principal representative is
responsible for informing other
appointed representatives, if any, about
any notices, administrative actions,
determinations, decisions, or requests
for information or evidence that we
send to the principal representative. We
will not send copies of notices, any
administrative actions, determinations,
decisions, or requests for information or
evidence to any representative, except
your principal representative.

(e) Any notice or request we send to
your principal representative will have
the same force and effect as if we sent
it directly to you.

51. Amend § 416.1520 by revising
paragraphs (a), (b)(1), (b)(3), (b)(4), (c)
introductory text, (c)(3) introductory
text, the first two sentences of paragraph
(d)(1), and the first sentence of
paragraph (d)(2)(i) to read as follows:

§416.1520 Fee for a representative’s
services.

(a) General. A representative may
charge and receive a fee for providing
you with services as a representative as
provided in paragraph (b) of this section
or as provided in sections 206(a)(2) and
1631(d)(2) of the Act.

(b) Charging and receiving a fee under
the fee petition process. (1) The
representative must file a written fee
petition with us before the
representative may charge or receive a
fee for providing you with services.

* * * * *

(3) A representative must not charge
or receive any fee unless we have
approved it, and a representative must
not charge or receive any fee that is
more than the amount we approve.

(4) If the representative is an attorney,
a non-attorney who is eligible to
participate in the direct payment
demonstration project, as defined in
§416.1517, or an entity that meets the
requirements in § 416.1530(f) and the

claimant is entitled to past-due benefits,
we will pay the authorized fee, or a part
of the authorized fee, directly to the
attorney, eligible non-attorney, or
eligible entity out of the past-due
benefits, subject to the limitations
described in §416.1530(b)(1). If the
representative is not an attorney,
eligible non-attorney, or eligible entity,
we assume no responsibility for the
payment of any fee that we have
authorized.

(c) Notice of determination on the fee
petition. We will mail to both you and
your representative at your last known
addresses a written notice of what we
decide about the fee petition. We will

state in the notice—
* * * * *

(3) That we are not responsible for
paying the fee, except when we may pay
an attorney, a non-attorney who is
eligible to participate in the direct
payment demonstration project, as
defined in §416.1517, or an entity that
meets the requirements in § 416.1530(f),
from past-due benefits; and—

* * * * *

(d) Review of fee petition
determination-(1) Request filed on time.
We will review the decision we made
about a fee petition if either you or your
representative files a written request for
the review through the electronic media
we prescribe or at one of our offices
within 30 days after the date of the
notice of the fee determination. Either
you or your representative, whoever
requests the review, must mail a copy of
the request to the other person. * * *

(2) Request not filed on time. (i) If you
or your representative requests a review
of the decision we made about a fee, but
does so more than 30 days after the date
of the notice of the fee determination,
whoever makes the request must state in
writing why it was not filed within the
30-day period. * * *

* * * * *

52. Amend § 416.1525 by revising the
section heading, paragraphs (a)
introductory text, (a)(2) through (a)(6),
the heading for paragraph (b), and
paragraph (b)(1)(vii) to read as follows:

§416.1525 Request for approval of a fee
petition.

(a) Filing a written fee petition. Unless
your representative’s fee is approved
pursuant to sections 206(a)(2) and
1631(d)(2) of the Act, in order for your
representative to obtain approval of a
fee for services your representative
performed in dealings with us, your
representative must file a written fee
petition through the electronic media
we prescribe or at one of our offices.
This should be done after the

proceedings in which your
representative represented you are

completed. The request must contain—
* * * * *

(2) A list of the services your
representative provided and the amount
of time your representative spent on
each type of service;

(3) The amount of the fee your
representative wants to charge for the
services;

(4) The amount of fee your
representative wants to request or
charge for representing you in the same
matter before any State or Federal court;

(5) The amount of and a list of any
expenses your representative incurred
for which your representative has been
paid or expects to be paid;

(6) A description of the special
qualifications which enabled your
representative, if not an attorney, to give
valuable help in connection with your
claim; and
* * * * *

(b) Evaluating a request for approval
of a fee petition.

(1) * K* *

(vii) The amount of fee the
representative requests for the
representative’s services, including any
amount authorized or requested before,
but not including the amount of any

expenses the representative incurred.
* * * * *

53. Amend § 416.1528 by revising
paragraph (a) to read as follows:

§416.1528 Proceedings before a State or
Federal court.

(a) Representation of a party in court
proceedings in fee petitions. We will not
consider any service the representative
gave you in any proceeding before a
State or Federal court to be services as
a representative in dealings with us.
However, if the representative also has
given service to you in the same
connection in any dealings with us, the
representative must specify what, if any,
portion of the fee the representative
wants to charge is for services
performed in dealings with us. If the
representative charges any fee for those
services, the representative must file the
request and furnish all of the
information required by §416.1525.

* * * * *

54. Revise §416.1530 to read as
follows:

§416.1530 Payment of fees.

(a) Fees allowed by a Federal court in
fee petitions. We will pay a
representative who is an attorney out of
your past-due benefits, the amount of
the fee allowed by a Federal court in a
proceeding under title XVI of the Act.
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This payment is subject to the
limitations described in paragraph (b)(1)
of this section.

(b) Fees we may authorize for
payment in fee petitions—(1) Attorneys,
eligible non-attorneys, and eligible
entities. Except as provided in
paragraphs (c) and (f) of this section, if
we make a determination or decision in
your favor and you were represented by
an attorney, a non-attorney who is
eligible to participate in the direct
payment demonstration project, as
defined in §416.1517, or an entity that
meets the requirements in paragraph (g)
of this section, and as a result of the
determination or decision you have
past-due benefits, we will pay the
representative out of the past-due
benefits, the smallest of the amounts in
paragraphs (b)(1)(i) through (iii) of this
section, less the amount of the
assessment described in paragraph (d) of
this section.

(i) Twenty-five percent of the total of
the past-due benefits, as determined
before any payment to a State (or
political subdivision) to reimburse the
State (or political subdivision) for
interim assistance furnished you, as
described in § 416.525, and reduced by
the amount of any reduction in benefits
under this title or title II pursuant to
section 1127 of the Act;

(ii) The amount of past-due benefits
remaining after we pay to a State (or
political subdivision) an amount
sufficient to reimburse the State (or
political subdivision) for interim
assistance furnished you, as described
in §416.525, and after any applicable
reductions under section 1127 of the
Act; or

(iii) The amount of the fee that we set.

(2) Persons not eligible for direct
payment. If the representative is a non-
attorney who is not eligible to
participate in the direct payment
demonstration project or an entity that
is not eligible for direct payment of the
fee, we assume no responsibility for the
payment of any fee that we have
authorized. We will not deduct the fee
your past-due benefits.

(c) Time limit for filing request for
approval of fee petition to obtain direct
payment. (1) To receive direct payment
of a fee from your past-due benefits, a
representative who is an attorney, a
non-attorney who is eligible to
participate in the direct payment
demonstration project, as defined in
§416.1517, or an entity that meets the
requirements in paragraph (g) of this
section should file a request for
approval of a fee or a written notice of
the intent to file a request within 60
days of the date we mail the notice of
the favorable determination or decision.

The representative should file the
request or written notice through the
electronic media we prescribe or at one
of our offices. Your representative must
send you a copy of any request for
approval of a fee, any written notice of
the intent to file a request for approval
of a fee, or any request for an extension
of time filed with us.

(2)(i) If no request is filed within 60
days of the date we mail the notice of
the favorable determination or decision,
we will mail a written notice to you and
your representative at your last known
addresses. The notice will inform you
and the representative that unless the
representative files, within 20 days from
the date of the notice, a written request
for approval of a fee under §416.1525,
or a written request for an extension of
time showing good cause (see
§416.1411), we will pay all the past-due
benefits to you.

(ii) Your representative must send you
a copy of any request made to us for an
extension of time. If the request is not
filed within 20 days of the date of the
notice we send under paragraph (c)(2)(i)
of this section, or by the last day of any
extension we approved, we will pay all
past-due benefits to you. We must
approve any fee your representative
charges after that time, but the
collection of any approved fee is a
matter between you and your
representative.

(d) Assessment when we pay a fee
directly to a representative. (1)
Whenever we pay a fee directly to a
representative from past-due benefits,
we impose an assessment on the
representative.

(2) The amount of the assessment is
equal to the lesser of:

(i) The product we obtain by
multiplying the amount of the fee we
are paying to the representative by the
percentage rate the Commissioner of
Social Security determines is necessary
to achieve full recovery of the costs of
determining and paying fees directly to
representatives, but not in excess of 6.3
percent; and

(ii) The maximum assessment
amount. The maximum assessment
amount was initially set at $75, but by
law is adjusted annually to reflect the
increase in the cost-of-living. (See
§§404.270 through 404.277 for an
explanation of how the cost-of-living
adjustment is computed.) If the adjusted
amount is not a multiple of $1, we
round down the amount to the next
lower $1, but the amount will not be
less than $75. We will announce in the
Federal Register any increase in the
maximum assessment amount and
explain how that increase was
determined.

(3) We collect the assessment by
subtracting it from the amount of the fee
to be paid to the representative. The
representative who is subject to an
assessment may not, directly or
indirectly, request or otherwise obtain
reimbursement of the assessment from
you.

(e) Effective dates for extension of
direct payment of fee to attorneys. The
provisions of this subpart authorizing
the direct payment of fees to attorneys
and the withholding of title XVI benefits
for that purpose, apply in claims for
benefits with respect to which the
agreement for representation is entered
into before March 1, 2010.

(f) Direct payment registration. (1) To
receive direct payment, the
representative must first complete direct
payment registration with us in the form
and manner that we prescribe.

(2) We will only make direct payment
of fees via electronic funds transfer.

(g) Direct payment to entities. We will
only make direct payment to an entity
that provides the following attestations
in its request for direct payment of fees:

(1) The entity must attest that it is in
possession of a signed statement from
each attorney or non-attorney who has
performed any representational services
for the claim in question that includes
the following:

(i) The attorney or non-attorney has
performed all representational services
on behalf of the entity,

(ii) Any fees paid pursuant to the
services the attorney or non-attorney
have provided should be paid directly
to the entity, and

(iii) The attorney or non-attorney
representative receives compensation
for the services provided directly from
the entity.

(2) The entity must attest that all
individuals who have provided
representational services on the claim in
question are individuals who qualify for
direct payment under the Act or the
direct payment demonstration project,
as defined in §416.1517.

55. Add a new §416.1532 to read as
follows:

§416.1532 Waiver of fee or direct
payment, or both.

(a) Your representative may choose to
waive the right to charge and receive a
fee. An otherwise eligible representative
who wishes to charge and receive a fee
may waive the right to direct payment.
A representative who waives the right to
direct payment does not automatically
waive the right to charge and receive a
fee.

(b) Your representative must file a
form we prescribe to waive direct
payment of the fee.
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(c) A waiver of the right to charge and
receive a fee or of direct payment, or
both, will apply to fees approved by a
Federal court, unless it is otherwise
specifically noted on the form
completed in accordance with
paragraph (b) of this section.

(d) If you have appointed an entity as
your representative, any registered
employee of the entity may sign the
form completed in accordance with
paragraph (b) of this section to waive
the fee or direct payment, or both, on
behalf of the entity.

56. Amend § 416.1540 by revising the
first sentence of paragraph (a)(1),
paragraph (b) introductory text,
paragraph (b)(3) introductory text, the
third sentence of paragraph (b)(3)(i), and
the second sentence of paragraph
(b)(3)(ii), adding paragraphs (b)(3)(iii)
and (b)(4), revising paragraphs (c)
introductory text , (c)(4), (c)(6), and
(c)(7)(iii), and adding paragraphs (c)(8)
through (c)(13) to read as follows:

§416.1540 Rules of conduct and
standards of responsibility for
representatives.

(a) * * * (1) All persons acting on
behalf of a party seeking a statutory
right or benefit must, in their dealings
with us, faithfully execute their duties

as agents and fiduciaries of a party.
R

(b) Affirmative duties. A
representative must, in conformity with
the regulations setting forth our existing
duties and responsibilities and those of
claimants (see §416.912 in disability
and blindness claims):

* * * * *

(3) Conduct the representative’s
dealings in a manner that furthers the
efficient, fair, and orderly conduct of the
administrative decision-making process,
including duties to:

(i) * * * This includes knowing the
significant issue(s) in a claim and
having a working knowledge of the
applicable provisions of the Social
Security Act, as amended, the
regulations and the Rulings;

(ii) * * * This includes providing
prompt and responsive answers to
requests from the Agency for
information pertinent to processing of
the claim; and

(iii) Maintain a paper copy of the form
described in §416.1507(a) that reflects
the representative’s and the claimant’s
signatures and respective signature
dates appointing the representative, and
maintain copies of the signed
attestations described in §416.1530(g),
and provide paper copies to us on
request.

(4) If the representative is a
professional representative, conduct

business with us electronically at the
times and in the manner that we
prescribe when submitting any written
request for reconsideration or a hearing
before an administrative law judge on
an initial disability claim that was based
on medical factors.

(c) Prohibited actions. A

representative must not:
* * * * *

(4) Through the representative’s own
actions or omissions, unreasonably
delay or cause to be delayed, without
good cause (see §416.1411(b)), the
processing of a claim at any stage of the

administrative decision-making process;
* * * * *

(6) Attempt to influence, directly or
indirectly, the outcome of a decision,
determination or other administrative
action by offering or granting a loan,
gift, entertainment or anything of value
to a presiding official, Agency employee
or witness who is or may reasonably be
expected to be involved in the
administrative decisionmaking process,
except as reimbursement for
legitimately incurred expenses or lawful
compensation for the services of an
expert witness retained on a non-
contingency basis to provide evidence;

(7] * *x %

(iii) Threatening or intimidating
language, gestures or actions directed at
a presiding official, witness or Agency
employee which results in a disruption
of the orderly presentation and
reception of evidence;

(8) Violate any section of the Social
Security Act for which a criminal or
civil monetary penalty is prescribed;

(9) Refuse to comply with any of our
rules or regulations;

(10) Suggest, assist, or direct another
person to violate our rules or
regulations;

(11) Advise any claimant or
beneficiary not to comply with any of
our rules and regulations;

(12) Assist another person whom we
have suspended or disqualified; or

(13) Fail to comply with our decision
regarding sanctions.

57. Amend § 416.1550 by revising
paragraphs (a) and (d) to read as follows:

§416.1550 Notice of charges against a
representative.

(a) The General Counsel (or other
official the Commissioner may
designate), or his or her designee, will
prepare a notice containing a statement
of charges that constitutes the basis for
the proceeding against the
representative.

* * * * *

(d) The General Counsel (or other

official the Commissioner may

designate), or his or her designee, may
extend the 30-day period for good cause
in accordance with §416.1411.
* * * * *

58. Revise §416.1555 to read as
follows:

§416.1555 Withdrawing charges against a
representative.

The General Counsel (or other official
the Commissioner may designate), or his
or her designee, may withdraw charges
against a representative. We will do this
if the representative files an answer, or
we obtain evidence, that satisfies us that
we should not suspend or disqualify the
representative from acting as a
representative in dealings with us.
When we consider withdrawing charges
brought under § 416.1545(d) or (e) based
on the representative’s assertion that,
before or after our filing of charges, the
representative has been reinstated to
practice by the court, bar, or Federal
program or Federal agency that
suspended, disbarred, or disqualified
the representative, the General Counsel
(or other official the Commissioner may
designate), or his or her designee, will
determine whether such reinstatement
occurred, whether it remains in effect,
and whether he or she is reasonably
satisfied that the representative will in
the future act in accordance with the
provisions of section 206(a) of the Act
and our rules and regulations. If the
representative proves that reinstatement
occurred and remains in effect and the
General Counsel, or his or her designee,
is so satisfied, the General Counsel, or
his or her designee, will withdraw those
charges. The action of the General
Counsel, or his or her designee,
regarding withdrawal of charges is
solely that of the General Counsel (or
other official the Commissioner may
designate), or his or her designee, and
is not reviewable, or subject to
consideration in decisions made under
§§416.1570 and 416.1590. If we
withdraw the charges, we will notify the
representative by mail at the
representative’s last known address.

59. Amend § 416.1565 by revising
paragraphs (a), (b)(1), and (e), the first
sentence of paragraph (g)(2), and
paragraphs (i), (1), and (m) to read as
follows:

§416.1565 Hearing on charges.

(a) Holding the hearing. If the General
Counsel (or other official the
Commissioner may designate), or his or
her designee, does not take action to
withdraw the charges within 15 days
after the date on which the
representative filed an answer, we will
hold a hearing and make a decision on
the charges.
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(b) Hearing officer. (1) The Deputy
Commissioner for Disability
Adjudication and Review (or other
official the Commissioner may
designate), or his or her designee, will
assign an administrative law judge,
designated to act as a hearing officer, to
hold a hearing on the charges.

* * * * *

(e) Parties. The representative against
whom charges have been made is a
party to the hearing. The General
Counsel (or other official the
Commissioner may designate), or his or
her designee, will also be a party to the
hearing.

* * * * *

* x %

(g) Conduct of the hearing.

(2) If the representative did not file an
answer to the charges, the representative
has no right to present evidence at the
hearing. * * *

* * * * *

(i) Witnesses. Witnesses who testify at
the hearing must do so under oath or
affirmation. Either the representative or
a person representing the representative
may question the witnesses. The other
party and that party’s representative
must also be allowed to question the
witnesses. The hearing officer may also
ask questions as considered necessary,
and will rule upon any objection made
by either party about whether any
question is proper.

* * * * *

(1) Representation. The representative,
as the person charged, may appear in
person and may be represented by an
attorney or other representative. The
General Counsel (or other official the
Commissioner may designate), or his or
her designee, will be represented by one
or more attorneys from the Office of the
General Counsel.

(m) Failure to Appear. If the
representative or the other party to the
hearing fails to appear after being
notified of the time and place, the
hearing officer may hold the hearing
anyway so that the party present may
offer evidence to sustain or rebut the
charges. The hearing officer will give
the other party who failed to appear an
opportunity to show good cause for
failure to appear. If the party fails to
show good cause, the party is
considered to have waived the right to
be present at the hearing. If the party
shows good cause, the hearing officer

may hold a supplemental hearing.
* * * * *

60. Amend §416.1570 by revising
paragraphs (a)(1), (a)(2), (a)(3)
introductory text, (a)(3)(ii), (b)(2), and
(b)(3) to read as follows:

§416.1570 Decision by hearing officer.

(a) General. (1) After the close of the
hearing, the hearing officer will issue a
decision or certify the case to the
Appeals Council. The decision must be
in writing, will contain findings of fact
and conclusions of law, and be based
upon the evidence of record.

(2) In deciding whether a person has
been, by reason of misconduct,
disbarred or suspended by a court or
bar, or disqualified from participating in
or appearing before any Federal program
or agency, the hearing officer will
consider the reasons for the disbarment,
suspension, or disqualification action. If
the action was taken for solely
administrative reasons (e.g., failure to
pay dues or to complete continuing
legal education requirements), that will
not disqualify the person from acting as
a representative before us. However, this
exception to disqualification does not
apply if the administrative action was
taken in lieu of disciplinary proceedings
(e.g., acceptance of a voluntary
resignation pending disciplinary
action). Although the hearing officer
will consider whether the disbarment,
suspension, or disqualification action is
based on misconduct when deciding
whether a person should be disqualified
from acting as a representative before
us, the hearing officer will not re-
examine or revise the factual or legal
conclusions that led to the disbarment,
suspension, or disqualification.

(3) If the hearing officer finds that the
charges against the representative have

been sustained, he or she will either—
* * * * *

(ii) Disqualify the representative from
acting as a representative in dealings
with us until the representative may be
reinstated under §416.1599.
Disqualification is the sole sanction
available if the charges have been
sustained because the representative has
been disbarred or suspended from any
court or bar to which the representative
was previously admitted to practice or
disqualified from participating in or
appearing before any Federal program or
agency, or because the representative
has collected or received, and retains, a
fee for representational services in
excess of the amount authorized.

* * * * *

(b) Effect of hearing officer’s decision.

(2) If the final decision is that a
person is disqualified from being a
representative in dealings with us, the
representative will not be permitted to
represent anyone in dealings with us
until authorized to do so under the
provisions of §416.1599.

(3) If the final decision is that a
person is suspended for a specified
period of time from being a
representative in dealings with us, the
representative will not be permitted to
represent anyone in dealings with us
during the period of suspension unless
authorized to do so under the provisions
of §416.1599.

61. Amend §416.1580 by revising
paragraph (b) to read as follows:

§416.1580 Appeals Council’s review of
hearing officer’s decision.
* * * * *

(b) If a party files a brief or other
written statement with the Appeals
Council, the party must send a copy to
the opposing party and certify that the
copy has been sent.

62. Amend §416.1599 by revising
paragraphs (b), (c), (d)(2), (d)(3), and (e),

to read as follows:

§416.1599 Reinstatement after
suspension or disqualification—period of
suspension not expired.

* * * * *

(b) The suspended or disqualified
person must submit any evidence the
person wishes to have considered along
with the request to be allowed to serve
as a representative again.

(c) The General Counsel (or other
official the Commissioner may
designate), or his or her designee, upon
notification of receipt of the request,
will have 30 days in which to present
a written report of any experiences with
the suspended or disqualified person
subsequent to that person’s suspension
or disqualification. The Appeals
Council will make available to the
suspended or disqualified person a copy
of the report.

(d) * ok %

(2) If a person was disqualified
because the person had been disbarred
or suspended from a court or bar, the
Appeals Council will grant a request for
reinstatement as a representative only if
the criterion in paragraph (d)(1) of this
section is met and the disqualified
person shows that the person has been
admitted (or readmitted) to and is in
good standing with the court or bar from
which the person had been disbarred or
suspended.

(3) If a person was disqualified
because the person had been
disqualified from participating in or
appearing before a Federal program or
Federal agency, the Appeals Council
will grant the request for reinstatement
only if the criterion in paragraph (d)(1)
of this section is met and the
disqualified person shows that the
person is now qualified to participate in
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or appear before that Federal program or
Federal agency.

* * * * *

(e) The Appeals Council will mail a
notice of its decision on the request for
reinstatement to the suspended or
disqualified person. It will also mail a
copy to the General Counsel (or other
official the Commissioner may
designate), or his or her designee.

* * * * *

PART 422—ORGANIZATION AND
PROCEDURES

Subpart C—[Amended]

63. The authority for subpart C of part
422 continues to read as follows:

Authority: Secs. 205, 221, and 702(a)(5) of
the Social Security Act (42 U.S.C. 405, 421,
and 902(a)(5)); 30 U.S.C. 923(b).

64. Amend §422.203 by revising
paragraph (b)(1) to read as follows:

§422.203 Hearings.

* * * * *

(b) Request for hearing. (1) A request
for a hearing under paragraph (a) of this
section may be made on Form HA-501,
“Request for Hearing,” Form HA-501.1,
“Request for Hearing, part A Hospital
Insurance Benefits,” electronically at
the times and in the manner that we
prescribe (see §§404.933, 404.934,
416.1433, and 416.1434 of this chapter),
or by any other writing requesting a
hearing. The request must be filed at an
office of the Social Security
Administration, usually a district office
or a branch office, or at the Veterans
Administration Regional Office in the
Philippines (except in title XVI cases),
or at a hearing office of the Office of
Disability Adjudication and Review, or
with the Appeals Council. A qualified
railroad retirement beneficiary may, if
(s)he prefers, file a request for a hearing
under part A of title XVIII with the
Railroad Retirement Board. Form HA—
501 may be obtained from any Social
Security district office or branch office.
* * * * *

Subpart F—[Amended]

65. The authority citation for subpart
F of part 422 continues to read as
follows:

Authority: Sec. 1140(a)(2)(A) of the Social
Security Act. 42 U.S.C. 1320b—10(a)(2)(A)
(Pub. L. 103-296, Sec. 312(a)).

66. Amend § 422.515 by adding a
second sentence to the introductory text
to read as follows:

§422.515 Forms used for withdrawal,
reconsideration and other appeals, and
appointment of representative.

* * * Prescribed forms include our
traditional pre-printed forms, forms
completed on computer screens based
on information you give us, or SSA-
approved forms completed and
submitted using SSA’s Internet Web
site.

* * * * *

[FR Doc. E8-20500 Filed 9-5—08; 8:45 am]|
BILLING CODE 4191-02-P

POSTAL REGULATORY COMMISSION

39 CFR Part 3001

[Docket No. RM2008—2; Order Nos. 99 and
102]

Periodic Reporting Rules

AGENCY: Postal Regulatory Commission.

ACTION: Proposed rule; availability of
rulemaking petition.

SUMMARY: Under a new law, the Postal
Service must file an annual compliance
report with the Postal Regulatory
Commission on costs, revenues, rates,
and quality of service associated with its
products. It has filed documents with
the Commission to change some of the
methods it uses to compile the fiscal
year 2008 report. In the Commission’s
view, these documents constitute a
rulemaking petition. Therefore, it has
established a rulemaking docket to
allow the public to comment on
potential changes in periodic reporting
rules.
DATES: 1. Technical conference: August
27,2008 at 10 a.m.

2. Initial comments: September 8,
2008.

3. Reply comments: September 15,
2008.

ADDRESSES: Submit comments
electronically via the Commission’s
Filing Online system at http://
WWW.prc.gov.

FOR FURTHER INFORMATION CONTACT:
Stephen L. Sharfman, General Counsel,
202—-789-6820 and
stephen.sharfman@pre.gov.

SUPPLEMENTARY INFORMATION: On August
11, 2008, the Commission received
Request of the United States Postal
Service for Commission Order
Amending the Established Costing
Methodologies for Purposes of Preparing
the FY 2008 Annual Compliance Report
(Request). In the Request, the Postal
Service states that it has eight changes
that it would like to make to the
methods by which it compiles the FY

2008 version of the annual report that is
required by 39 U.S.C. 3652 to provide to
the Commission each year. It cites 39
U.S.C. 3652(a)(1), which gives the
Commission the responsibility to
prescribe methods that are used to
produce the information that is
compiled in the annual report. Request
at 2. Among other things, the
information supplied in the annual
report is used by the Commission to
prepare the Annual Compliance
Determination (ACD) that is required by
39 U.S.C. 3653.

The Postal Service references pages 9—
10 of the most recent Commission ACD.
FY 2008 Annual Compliance
Determination, March 27, 2007 (FY
2007 ACD). There, numerous
commenters recommended that the
Postal Service not change methods for
collecting and analyzing cost data
unless interested persons have had an
opportunity to evaluate and comment
on them. The Commission concurred,
stating that it intended to issue
regulations governing periodic reports
generally (including the Postal Service’s
annual report) that would vet proposed
changes in analytical methods through
informal rulemakings in advance of the
filing of the report. FY 2007 ACD at 10.

I. Procedural Expedition

The Postal Service notes that it is
already preparing its annual report for
FY 2008. Given the lead time that is
required, it observes that it is unlikely
that the regulations that the Commission
described in its FY 2007 ACD can be
issued, and public scrutiny of particular
changes in analytical methods could be
completed under those regulations, in
time to be incorporated in its FY 2008
annual report. It therefore asks that an
alternative, expedited procedure be
used to vet its proposed changes in
analytical methods.

In the Postal Service’s view, none of
its proposed methodological changes
“are of sufficient complexity to hinder
relatively straightforward evaluation by
both the parties and the Commission.”
Request at 2. It therefore proposes that
its filing be treated as a rule 21 motion
for a Commission order approving its
proposed changes to current baseline
methods used to analyze costs. Id., n.2.
The Postal Service notes that its Request
includes the rationale for each of the
eight methodological changes that it
proposes, and estimates the impact of
each change on the costs borne by mail
classes. Equipped with this information,
it suggests, the public could provide
input in the form of answers supporting
or opposing the motion. It recognizes,
however, that the 7-day period that rule
21 allows for answers to motions should
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probably be lengthened. The Postal
Service notes that if interested parties
feel that more elaborate procedures for
their input are needed, they can include
those suggestions in their answers. Id. at
2. As noted, the Postal Service’s petition
is followed by a description of each
proposal, together with its background,
objective, and supporting rationale.?

Although it does not have all of the
changes to baseline analytical methods
that it hopes to incorporate in its 2008
annual report ready to submit for public
comment, the Postal Service observes
that the process should begin. It notes
that these proposed changes would be
part of the core cost and revenue
analysis process, which must be
finalized before other changes, such as
those from new special studies, can be
added to its cost and revenue analysis.
It says that other proposed changes will
be submitted for public scrutiny as they
are developed. Id. at 3.

The Commission agrees that the
process of vetting proposed changes in
the methods by which cost incurrence
will be analyzed in the Postal Service’s
FY 2008 annual report should begin
now with those proposals that are
sufficiently refined to be submitted for
public comment. The Request suggests
that it should be procedurally sufficient
for the Commission to adopt an order
ruling on its proposed methodological
changes. The Commission, however,
prefers at least initially to interpret the
definition of a “rule” in the
Administrative Procedure Act (APA) to
include analytical methods that affect
the way costs or revenues are accounted
for in a rate setting regulatory regime.
The APA requires that notice be given
in the Federal Register and an
opportunity for public comment be
provided before substantive rules take
effect. See 5 U.S.C. 551(4) and 553. For
this reason, the Commission will treat
the Postal Service’s August 11, 2008
filing as a petition to initiate an informal
rulemaking consistent with section 553
of the APA.

1Time Warner Inc. (Time Warner) has responded
with a motion asking that the deadline for answers
be extended to September 2, 2008. See Motion of
Time Warner Inc. to Extend the Period for Response
to Request of the United States Postal Service for
Commission Order Amending the Established
Costing Methodologies for Purposes of Preparing
the FY 2008 Annual Compliance Report, August 14,
2008 (Motion). It argues that the substance of these
proposals is not sufficiently simple and
straightforward to be vetted in 7 days. It argues,
further, that it needs more time to examine and
comment on the alternative procedures that the
Postal Service proposes, particularly if they are to
become standard procedures for vetting
methodological changes. Motion at 3—4. The
rulemaking procedures and extended deadlines
authorized in this notice should meet Time
Warner’s procedural objections.

The Commission hereby grants the
Postal Service’s petition. Since time is
of the essence in vetting these proposed
methodological changes, the
Commission is tentatively scheduling a
technical conference in which Postal
Service experts would be available to
answer questions related to these
proposals. The technical conference will
be held on August 27, 2008 at 10 a.m.
in the Commission’s hearing room. The
Postal Service should also arrange for
the possibility that a follow-up technical
conference could be held on the
afternoon of September 3, 2008, if
needed. Interested persons may file
written comments on the Postal
Service’s proposals on or before
September 8, 2008. Reply Comments
may be filed on or before September 15,
2008.

I1. Substance of Postal Service
Proposals

The Postal Service proposals, see
Request at 5 et seq., are described
below.

Proposal One. Proposed Group
Specific Cost Change (Cost Segment 18).
Objective: A methodology change is

proposed for the manner in which
headquarters Finance Number (FN) Cost
Segment 18 costs are categorized in the
FY 2008 Cost & Revenue Analysis (CRA)
Report.

Background: In FY 2007, and for years
before, almost all Cost Segment 18 costs
for headquarters Finance Numbers were
treated as institutional costs. With the
enactment of the Postal Act of 2006,
however, there is a need to define a new
category of cost—‘group-specific” cost.
Group-specific costs are those costs
which cannot be attributed to individual
products, but which are caused by
either the competitive or market-
dominant products as a group. The
remaining business sustaining or
common fixed costs are “institutional.”
An example of a competitive product
group-specific cost would be a HQ
organization unit that only supports
competitive products. Pursuant to
Commission rule 3015.7(a), the
Commission is currently using
competitive products’ attributable costs,
supplemented to include causally
related, group-specific costs, to test for
cross-subsidies.

Competitive products also must cover
an “‘appropriate share” of institutional
cost. In addition to the identification of
competitive product group-specific
costs, the identification of market-
dominant group-specific costs is also
important, as the value of the
institutional cost will be the residual of
postal costs that are not attributable to
products and are not group-specific to

either group. To the extent costs are
group-specific costs, the remaining
“institutional cost” will be a smaller
amount than it would be otherwise.

Proposal: The new taxonomy for costs
places a new requirement to be able to
identify group-specific HQ
administrative and program costs for
market-dominant and competitive
product groups. The Postal Service
captures costs for administrative
activities and programs using a cost
center designation of the “Finance
Number.” Administrative organization
units and programs are assigned a
Finance Number and all expenses are
charged to the Finance Number. Most
Headquarters activities and programs
support the entire enterprise or support
all products. However, the cost in some
Finance Numbers may be associated
with either competitive or market-
dominant product groups.

To facilitate the identification of
group-specific costs in Headquarters,
the Postal Service has created a new
attribute for Finance Numbers called the
Product Activity Attribute. The value of
the Product Activity Attribute will
indicate which of the following
describes the activities and costs of the
Headquarters Finance Number:

Market-Dominant—Activity in
Finance Number only supports Market-
Dominant Products.

Competitive—Activity in Finance
Number only supports Competitive
Products.

Common/Enterprise Sustaining—
Activity in Finance Number supports
both groups of products, or supports the
Enterprise as a whole.

In the analysis to support the Annual
Compliance Report beginning in FY
2008, the Postal Service proposes to use
the value of the Product Activity
Attribute for Headquarters Finance
Numbers to help identify group-specific
costs (and possibly some product-
specific costs) for competitive and
market-dominant products. That is,
expenses in Finance Numbers deemed
“Market-Dominant” would be
candidates for market-dominant group-
specific costs and expenses in Finance
Numbers deemed “Competitive”” would
be candidates for competitive product
group-specific costs. Costs in Finance
Numbers deemed “Common/Enterprise
Sustaining”” would be candidates for
Institutional Cost. The analysis of
group-specific costs by Finance Number
would not replace, but rather would
supplement, existing volume-variable
and product-specific analysis of
expenses in Headquarters Finance
Numbers.
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Approach To Determine Value of the
Product Activity Attribute

A. Existing Finance Numbers

The Postal Service is conducting a
survey of the owners of the
Headquarters Finance numbers to obtain
information on the type of activity or
program performed in the Finance
Number. Responses to the survey will
be used to help ascertain whether the
activity supports a specific product
group or is Common/Enterprise
Sustaining. The Cost Attribution unit in
Corporate Financial Planning will
analyze the results of the survey and
conduct further research as necessary to
determine the appropriate value of the
Product Activity Attribute for each
Finance Number. The value of the
Product Activity Attribute will be
populated in the Finance Number
Control Master File.

B. New Finance Numbers

The Postal Service will modify its
current business process for the creation
of new Finance Numbers to include a
step for the requestor of the new
Finance Number to respond to the
Product Activity Survey Questions. The
Cost Attribution unit in Corporate
Financial Planning will serve as the
gate-keeper for review and approval of
the value of the Product Activity
Attribute in the official Finance Number
Control Master File.

Impact: The proposed approach is
designed to position the Postal Service
to identify group-specific costs as the
organization and strategies for Mailing
Services (i.e., Market-dominant
products) and Shipping Services (i.e.,
Competitive products) evolve. The
Postal Service does not have survey data
to estimate the impact of the proposed
approach on FY 2007 costs and, because
of the substantial amount of HQ
organizational restructuring which has
taken place this fiscal year, believes that
historical information from FY 2007
would have limited value in projecting
future group-specific costs. The typical
FN at headquarters usually contains
several million dollars, however, so
depending on the numbers of FNs
determined to be Market-Dominant or
Competitive Product, something
between tens of millions to perhaps as
much as several hundreds of millions of
dollars would be expected to move out
of institutional costs and into group
specific costs.

Proposal Two: Proposed Group-
Specific Cost Change (Cost Segment 16).
Objective: A methodology change is

proposed for the manner in which
advertising costs (Cost Segment 16) for
Click-N-Ship and Carrier Pickup are

assigned in the FY 2008 Cost & Revenue
Analysis (CRA) Report.

Background: In the FY 2007 CRA, the
advertising costs for Click-N-Ship and
Carrier Pickup were treated as
institutional, even though these costs
related to specific products (Express
Mail, Priority Mail, International
packages, International Express Mail,
and International Priority Mail), all of
which are Competitive Products.

Proposal: In FY 2008, it is proposed
that advertising costs for Click-N-Ship
and Carrier pickup be assigned as a
group-specific cost to competitive
products, as the advertising for these
services relates specifically to products
that are competitive.

Impact: In FY 2007, approximately
$40 million was spent on advertising for
Click-N-Ship and Carrier Pickup,
together. Therefore, a similar amount of
group-specific costs to competitive
products might be expected in FY 2008.

Proposal Three: Proposed In-Office
Cost System (IOCS) Mixed Mail. Coding
Changes. Objective: changes are
proposed to the IOCS coding of mixed
mail that better support shape-based
costing by the Postal Service.

Background: Currently, readings
observed on employees handling
wheeled containers, pallets, and empty
containers are assigned mixed mail
activity codes that depend only on the
operation where the sampled employee
was assigned. While this approach
works well for employees in operations
that handle a single shape of mail, it is
fairly imprecise for allied operations
such as platform.

Proposal: For FY 2008, it is proposed
to use additional information on the
shape (letter, flat, or parcel) of the
contents in a wheeled container or
pallet when assigning IOCS mixed mail
codes. If the contents are all of the same
shape (for example, all loose letter-
shaped mail and letter trays), it is
proposed to assign the mixed mail code
to the corresponding shape. For empty
equipment, it is proposed to assign a
shape-based mixed mail code that
corresponds to the equipment type; for
example, empty letter trays would be
assigned a letter-shape code. Containers
that contain multiple shapes or no
shape information would continue to be
assigned as they are now.

Impact: There would be a decrease in
the IOCS dollar-weighted tallies
associated with IOCS activity codes for
mixed mail all shapes and empty
equipment of approximately 28 percent,
and a corresponding increase in shape-
specific mixed mail codes of 86 percent.
These changes, when incorporated in
the mail processing model, would
slightly increase unit costs for parcel-

shape mail, slightly decrease them for
letter-shape mail, and leave costs for
flat-shape almost unchanged.

Proposal Four: Proposed City Carrier
Collection Cost Change. Objective: A
change is proposed to identify an
additional $60 million of First-Class
Mail product specific cost in collection
costs for city delivery carriers.

Background: In the FY 2007 CRA, the
Postal Service attributed the non-
volume variable portion ($60 million) of
the city carrier time, associated with
picking up mail in blue collection
boxes, to First-Class single-piece letters.
However, in the Commission’s FY 2007
Annual Compliance Determination
Report, the Commission rejected this
treatment.

Proposal: For FY 2008, the Postal
Service again proposes that this $60
million be attributed to First-Class
single-piece letters. These costs
represent a portion of the labor costs for
collecting mail at “blue” collection
boxes. The Commission correctly noted
in its FY 2007 Annual Compliance
Determination that the boxes do not
state that their use is solely for the
collection of First-Class single-piece
letters. Still, over 90 percent of
collection box mail is First-Class single-
piece letters. (Moreover, in the new
regime, single-piece letters and single-
piece cards are now both components of
the same Mail Classification Schedule
“product” to which these costs will be
treated as product specific, which is a
change from the old regime in which
cards and letters were separate
subclasses.) Collection boxes are put
into service for collecting First-Class
single-piece letters, though a small
amount of other products are sometimes
deposited there. Furthermore, as of July
2007, the Postal Service prohibited
stamped mail over 13 ounces from being
deposited in these collection boxes, for
security reasons. This would exclude
some classes of mail that would have
been there previously. Finally, with
Carrier Pickup, competitive products
such as Express and Priority Mail now
have an alternative to using collection
boxes. Therefore, the non-volume
variable labor costs of sweeping
collection boxes are reasonably treated
as product specific to First-Class single-
piece letters. Of course, to the limited
extent that other types of mail are
deposited in collection boxes, they will
continue to get a proportionate
distribution of the volume-variable
costs, based on the existing distribution
key.

}]mpact: The impact is $60 million of
attributable cost for First-Class single-
piece letters, which would be
institutional otherwise.
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Proposal Five: Proposed Express Mail
Processing Changes. Objective: The
purpose of this document is to propose
addressing and implementing the
changes recommended in the
Commission’s FY 2007 Annual
Compliance Determination Report for
(1) the distribution key for the costs of
the mail processing activity called “out
of office, delivering Express Mail,” and
(2) the treatment of the non-volume
variable portion of the cost for the same
mail processing activity.

Background: In the FY 2007 CRA, the
distribution key used for the costs of the
mail processing activity called “out of
office, delivering Express Mail” were
the costs of the mail processing
activities that the clerks were
performing when they were “in office.”
However, in the Commission’s FY 2007
Annual Compliance Determination
Report, the Commission suggested using
Revenue, Pieces, and Weight (RPW)
volumes of domestic and international
Express to distribute the “out of office,
delivering Express Mail” costs. Thus,
the Postal Service is proposing adoption
of the Commission’s suggestion.

In the FY 2007 CRA, the non-volume
variable portion (57 percent) of the costs
for the “out of office, delivering Express
Mail” activity was treated as
institutional. In the Commission’s FY
2007 Annual Compliance Determination
Report, the Commission suggested the
Postal Service review this variability/
treatment and return with further
suggestions.

Proposal: For FY 2008, the Postal
Service proposes adopting the
Commission’s suggestion to use the
relative RPW volumes of domestic and
international Express Mail to form the
distribution key.

For FY 2008, since the Postal Service
does not have a new study to update the
variability, it is proposing continuing
with the 43 percent variability (with the
remaining 57 percent non-volume
variable), and also proposing to treat the
57 percent non-volume variable amount
as group-specific to Competitive
Products, as these costs are solely for
domestic and international Express
Mail, which are both Competitive
Products.

Impact: Using the RPW volume of
domestic and international Express Mail
shifts about $4.346 million away from
domestic Express Mail and into
international Express Mail (using FY
2007 cost information in C/S 3.1 inputs
to the spreadsheets).

Treating the 57 percent non-volume
variable costs as Group Specific to
Competitive Products shifts about
$33.882 million from Institutional Costs

to Attributable Competitive Group
Specific (using FY 2007 cost
information).

Proposal Six: Proposed Change to
Distribution of Empty Equipment Costs

Objective: For FY 2008, the Postal
Service proposes a change in the
methodology by which attributable
empty equipment Cost Segment 14
(Purchased Transportation) costs are
distributed to products.

Background: Accrued purchased
transportation empty equipment costs
are contained in two general ledger
accounts, 53191 and 53192, for highway
and rail empty equipment costs,
respectively. Empty equipment costs are
generally incurred when empty
equipment items, i.e. letter trays, flat
tubs, sacks, rolling stock, etc., are
transported between mail processing
facilities and Mail Transport Equipment
Service Centers (MTESC), or from
MTESC directly to large mailers.

The attributable costs are computed
by applying the variability factor to the
accrued costs. The variability for
transporting empty equipment by
highway is the average cost weighted
variability from all contracted highway
transportation (approximately 80
percent). The variability for transporting
empty equipment by rail is equal to the
freight rail variability (approximately 99
percent). The Postal Service is not
proposing any change in the variability
factor applied to either highway or rail
accrued empty equipment costs.

Currently, after the highway and rail
attributable empty equipment costs are
computed, they are distributed to
products in the same proportions as the
aggregate of all non-amphibious (that is,
with the exception of inland and
offshore water) Cost Segment 14 costs,
using a simple three-step process. First,
all other attributable Cost Segment 14
costs are distributed to products based
on the distribution keys and distribution
factors for the various other Cost
Segment 14 components. Second, based
on the results of the first step, the
cumulative proportion of all non-
amphibious Cost Segment 14 costs that
have been distributed to each product is
calculated. Third, each product then
receives the same proportion of empty
equipment costs as it received of total of
all non-amphibious Cost Segment 14
costs. This methodology has been
utilized in PRC versions of the CRA
since FY 2000.

Proposal: In the second step of the
distribution process described above,
the Postal Service is proposing to
exclude a portion of Cost Segment 14
costs mapped to component 828 (Total
International) when calculating the

cumulative distribution factors used to
distribute highway and rail empty
equipment attributable costs to
products. Specifically, it proposes to
exclude costs from accounts 53261,
53262, 53263, and 53268 before
calculating the distribution key that
attributes empty equipment costs to
products. In FY07, those four accounts
totaled $472.4 million.

Rationale: The Postal Service believes
the current method of allocating
attributable empty equipment costs to
products should be refined to compute
the distribution factors after excluding
the portion of costs mapped to
component 828 (Total International)
that are not transportation related. The
accounts recommended to be excluded
from the distribution factor calculation
are for terminal dues (accounts 53262,
53263, 53268) and for internal
conveyance charges (account 53261).
These costs are largely the result of
settling foreign postal transactions, and
are not transportation related. Since
there is no apparent causal relationship
between variations in non-
transportation component 828 costs and
empty equipment costs, these non-
transportation costs should be
eliminated from the distribution factor
calculation.

In the current domestic Cost Segment
14 model, all component 828 costs are
mapped to the International Mail
product group. As a result, including all
component 828 costs (transportation
and non-transportation) in computing
the empty equipment distribution
factors causes International Products to
be assigned an inequitable proportion of
empty equipment costs. Computing the
distribution factors after excluding the
non-transportation related portion of
component 828 costs will result in a
fairer distribution of highway and rail
empty equipment costs to products. Of
course, international mail products are
sampled as they travel via the various
modes of domestic transportation, and
they will therefore continue to be
assigned an appropriate share of empty
equipment costs on that basis.

Impact: The following table which
shows the impact of the proposed
change on products (using FY07 mail
categories and costs). The proposed
methodology results in International
Products receiving $9 million less in
empty equipment costs, while First
Class Mail and Priority Mail each
receive $3 million in additional
highway and rail empty equipment
costs, respectively.
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IMPACT OF PROPOSED CHANGES
FY 2007 High- | FY 2007 Pro- : - : FY 2007 Pro- _— Highway + rail
Class, subclass, or way empty | posed highway f':'r%?]‘gg dr'(f) 2% 2,[0097 Eia'_l posed rail R?llrglfga;:g_ce difference
special service equipment empty equip- osed-curFr)ent) mgr% cgstg empty equip- pcu?rent) (proposed-
costs ment costs P ment costs current)
First-Class Mail:
Single-Piece Let-
ters .ooevvviiienen. $10,259 $11,193 934 $4,839 $5,272 433 1,368
Presort Letters ...... 9,863 10,750 887 4,676 5,090 414 1,301
Single-Piece Cards 126 137 11 61 66 5 16
Presort Cards ........ 297 324 27 143 156 13 40
Total First-
Class .......... 20,545 22,405 1,860 9,719 10,584 865 2,725
Priority Mail ................. 24,157 26,393 2,236 11,156 12,169 1,012 3,248
Express Mail ................ 1,799 1,964 165 837 912 75 240
Periodicals:
Within County ....... 2 2 0 1 1 0 0
Outside County ..... 3,633 3,963 330 1,716 1,870 153 483
Total Periodi-
cals ............ 3,635 3,965 330 1,717 1,870 153 484
Standard Mail:
Enhanced Carrier
Route 1,361 1,485 124 636 693 57 181
Regular 6,591 7,183 593 3,125 3,402 277 869
Total Standard
Mail ............. 7,951 8,668 717 3,761 4,094 334 1,050
Package Services:
Parcel Post ........... 5,045 5,508 462 2,355 2,567 212 674
Bound Printed Mat-
ter e, 1,197 1,305 108 568 618 50 159
Media Mail ............ 1,695 1,849 154 806 878 72 226
Total Package
Services ..... 7,938 8,662 724 3,729 4,064 334 1,059
U.S. Postal Service ...... 567 620 53 265 289 24 77
Free Mail .......cccoeenee. 79 86 7 38 41 3 10
International Mail .......... 14,409 8,31 (6,091) 6,73 3,930 (2,802) (8,893)
Total Volume
Variable ...... 81,079 81,079 (0) 37,953 37,953 0) 0)

Proposal Seven: Proposed Change in
Distribution Key for Vehicle Service
Driver (VSD) Costs.

Objective: A methodology change is
proposed for FY 2008 in the distribution
key for Cost Segment 8 (Vehicle Service
Drivers) costs.

Background: Cost Segment 8 includes
the salaries, benefits, and related costs
of vehicle service driver (VSD) labor.
VSD workload involves transporting
mail using postal-owned and leased
vehicles. Transportation runs are made
between post offices, branches,
Processing and Distribution Centers/
Facilities, Air Mail Centers/Air Mail
Facilities, Bulk Mail Centers, depots,
and certain customer locations.

The attributable costs are calculated
by applying the variability factor of
60.44 percent to the accrued costs
(approximately $660 million in FY

2007). The volume variability factor was
developed in R97-1 (USPS-T-20,
Exhibit 2 Revised, page 22). This
proposal does not address changing the
volume variability factor. In FY 2007,
there were approximately $400 million
in VSD attributable costs. Currently,
after the attributable costs are
calculated, they are distributed to
products in the same proportions as
cubic feet of originating mail obtained
from Revenue, Pieces and Weight (RPW)
Statistics.

Proposal: The Postal Service is
proposing to distribute the attributable
costs to products in the same
proportions as the estimated cubic-foot
miles of mail sampled on Intra-SCF
routes. The relevant proportions are
developed through the Transportation
Cost System (TRACS).

Rationale: The Postal Service submits
that the current method of distributing
attributable costs to products incorrectly
assigns Vehicle Service Driver labor
costs to mail that originates at the
Destination Delivery Unit (DDU).
Presumably, this mail is entered at the
DDU for delivery on routes from that
office, and thus avoids VSD costs. The
current methodology, however, treats all
originating mail, regardless of entry
point, as incurring the same amount of
these labor costs. Absent a specific VSD
distribution key, the Postal Service takes
the view that a distribution key
consisting of the cubic-foot-mile
proportions on Intra-SCF runs provides
a reasonable proxy for distributing
attributable VSD costs to products.
Relative proportions of mail transported
by Intra-SCF contracts are much more
likely to be representative of VSD mail
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than relative proportions of originating
cube, which necessarily include DDU
mail that VSD drivers are unlikely to
transport. Intra-SCF highway contracts,

by definition, provide local
transportation and include some trips
from mail processing facilities to
delivery units.

Impact: The following table which
shows the impact of the proposed
change on products (using FY 2007
costs).

IMPACT OF PROPOSED CHANGE ON PRODUCTS

Current high- Proposed FY Proposed
FY 2007 Class, sub- Highway intra- | Highway cubic way 2007 888 2007 rail costs minus Current Rail proposed
class, or special service | SCF highway feet Y costs using intra- proposed rail percent percent
SCF current costs
First-Class Mail:
Single-Piece Let-
ters oo $145,729 109,232 $23,408 $69,963 $46,555 5.89 17.60
Presort Letters ...... 56,127 129,637 27,781 26,946 (835) 6.99 6.78
Single-Piece Cards 2,718 971 208 1,305 1,097 0.05 0.33
Presort Cards ........ 4,857 2,852 611 2,332 1,721 0.15 0.59
Total First-
Class .......... 209,431 242,692 52,008 100,546 48,538 13.08 25.29
Priority Mail .................. 216,478 398,040 85,298 103,929 18,631 21.46 26.15
Express Mail ................ 11,041 8,334 1,786 5,301 3,515 0.45 1.33
Periodicals:
Within County ....... 112 10,277 2,202 54 (2,148) 0.55 0.01
Regular ......ccccceee 90,696 145,187 31,113 43,542 12,429 7.83 10.95
Total Periodi-
cals ............ 90,807 155,464 33,315 43,596 10,281 8.38 10.97
Standard Mail:
Enhanced Carr Rte 50,726 226,200 48,473 24,353 (24,120) 12.19 6.13
Regular ......ccccoeee 116,008 263,241 56,411 55,694 (717) 14.19 14.01
Total Standard
Mail ............. 166,734 489,441 104,884 80,047 (24,837) 26.39 20.14
Package Services:
Parcel Post ........... 70,236 302,504 64,825 33,720 (31,105) 16.31 8.48
Bound Printed Mat-
ter e 24,648 149,015 31,933 11,833 (20,100) 8.03 2.98
Media Mail 16,447 47,026 10,077 7,896 (2,181) 2.54 1.99
Total Package
Services ..... 111,331 498,545 106,835 58,449 (53,386) 26.88 13.45
U.S. Postal Service ...... 8,352 21,612 4,631 4,010 (621) 1.17 1.01
Free Mail ............... 1,808 3,024 648 868 220 16 0.22
International Mail .......... 11,985 37,770 8,094 5,754 (2,340) 2.04 1.45
Total Volume Vari-
able ..o, 827,968 1,854,922 397,499 397,499 | .o 100.00 100.00

Proposal Eight: [Proposed change to
bundle-based mapping for First-Class
Mail Automation flats]

Objective: A change in Mail
Characteristics Study methodology is
proposed to correct an error in the
procedure used to map First-Class Mail
Automation flats pieces to rate elements
in the FY2007 ACR and the two
previous rate cases (Docket Nos. R2006—
1 and R2005-1).

Background: The methodology used
for mapping preparation characteristic
to rate element for First-Class Mail
Automation flats in R2005-1, R2006-1,
and the 2007 ACR was incorrect. These
previous Mail Characteristics Studies
(e.g., in the 2007 ACR, FY07-14)

included a scheme to map automation
flats pieces from preparation
characteristic to rate element that used
a container-based mapping. In fact,
however, a bundle-based mapping
should apply for automation flats. For
example, an automation piece in a 5-
digit bundle that is placed in a 3-digit
container is assessed the 5-digit rate,
and not the 3-digit rate that would be
consistent with the presort level of the
container. (To give a slightly more
complete background, the current
container-based mapping scheme was
appropriate when designed in
anticipation of adoption of a container-
based rate structure. The error, so to
speak, occurred when the container-

based rate structure was never
implemented, but, through oversight,
the container-based mapped scheme
was nonetheless maintained in the
spreadsheets, rather than being adapted
to a bundle-based mapping scheme to
reflect the actual bundle-based rate
structure. The intent of this proposal is
to correct that oversight.)

Rationale: The bundle-based rates are
in effect for automation First-Class Mail
flats. Pieces are assessed postage based
on the presort level of the bundle, not
the presort level of the container.

Impact: The correction of the
mapping of preparation characteristic
does not alter the aggregate volume of
pieces by rate element because RPW rate
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element volumes are used as control
values. The correction, however, will
alter the distribution of pieces across
preparation characteristic within rate
elements. The effect of the correction
will increase the modeled cost for all
First-Class Mail Automation flats rate
elements. The costs for 5-digit
automation pieces increase because the
5-digit rate element includes pieces in
5-digit bundles that have been placed in
MADC, ADC or 3-digit tubs and incur
additional bundle sorts. In the incorrect
versions, the 5-digit automation rate
element only included pieces in 5-digit
trays, which do not incur bundle sorting
costs. The costs of 3-digit automation,
ADC automation, and MADC
automation pieces increase because
these rate elements previously included
the relatively lower cost pieces in
bundles with a finer bundle presort than
the container sort. For example, the 3-
digit automation modeled costs
included the modeled costs of 5-digit
bundles that do not incur as many
piece-sorts as pieces in 3-digit bundles.
The increase in the modeled costs for
each rate element decreases the CRA
adjustment factor. As a result of a
decrease in the CRA adjustment factor,
the non-auto presort rate category costs
go down. The effect on the avoided
costs is indeterminate because the
avoided costs depend on the estimated
distribution of pieces across preparation
characteristic.

[The following text added by Order
No. 102.] On August 18, 2008, Order No.
99 [footnote omitted] established this
docket to evaluate eight changes in
costing methods that the Postal Service
proposes to use in its FY 2008 annual
report that it must file under 39 U.S.C.
3652. Later that day, the Commission
received the Motion of the United States
Postal Service to Supplement the List of

Its Proposed Costing Changes for
Purposes of Preparing the FY 2008
Annual Compliance Report (Motion).
The Motion states that the Postal
Service has finalized a ninth proposed
change in costing methodology. It
requests the Commission to consider its
proposal under the procedures and
schedule established in Order No. 99.

The Postal Service characterizes this
additional proposed change as relatively
straightforward. It notes that a
description of the proposed change, the
rationale for adopting it, and an estimate
of the impact of adopting it,
accompanies the Motion. Given these
circumstances, the Postal Service
argues, consideration of this additional
proposal could be consolidated with the
original eight proposals and evaluated
under the procedures outlined in Order
No. 99, without detracting from the
ability of the postal community to
evaluate the original eight.

The Commission agrees. It therefore
orders consolidation of the proposed
change in costing methods described
below with the eight proposals already
under consideration in Docket No.
RM2008-2.

Proposal Nine: Proposed Change in
Distribution Key for PARS Equipment
Depreciation, Maintenance Labor, and
Parts/Supplies Costs.

Objective: A methodology change is
proposed for FY 2008 in the distribution
key for the portion of depreciation (cost
segment 20.1), maintenance labor (cost
segment 11.2), and parts and supplies
(cost segment 16.3.2) costs related to
Postal Automation Redirection System
(PARS) equipment.

Background: PARS equipment is
being deployed, replacing the use of
Computer Forwarding System (CFS) in
the forwarding and return to sender
operations for letters. A description of
PARS was provided in Docket No.

R2006-1 in the testimony of Marc
McCrery, USPS-T—42. PARS reduces
the costs for processing, transporting
and delivery of letters by identifying
letter mail that is to be forwarded or
returned, at origin. As shown in ACR
2007, USPS-FY07-8, spreadsheet
fy07equip.xls, the FY07 depreciation,
maintenance labor and parts and
supplies for PARS were $59.5, $3.6 and
$0.7 million. These will grow in FY08.

These costs, having a volume
variability of nearly 100 percent, were
distributed to class and subclass in the
FY07 CRA based on the distribution key
for CFS.

Proposal: The Postal Service is
proposing to distribute the attributable
costs to products based on the IOCS
tallies for the PARS related operations,
as done for the distribution key for the
PARS related work in the remote
encoding centers, LDC 15 (see ACR
2007, USPS-FY07-7, Preface.Part1,
page 2).

Rationale: The current method of
distributing attributable PARS costs to
products, using the CFS distribution,
was the best available proxy in the past.
But now that PARS tallies are available
from the IOCS, there is no reason why
the CFS proxy should not be replaced
with information directly relating to
relative usage of PARS. The current
method incorrectly apportions much
PARS equipment costs to classes and
subclasses that benefit very little from
PARS, particularly (because of shape)
Periodicals. The proposed PARS
distribution key will assign PARS
equipment costs to those classes of mail
processed with PARS, classes that also
obtain the labor savings enabled by
PARS.

Impact: The following spreadsheet
shows the impact of the proposed
change on products (using FY07 costs).

Component | -DC 49--Comp forwarding | FYO7 Distrbu- | yo7 paps | Distribution disirbcton by
segment notes N © h distribution : proposal nine
Set W = 0.9992 $ in 000s $ in 000s $ in 000s
First-Class Mail:
Single Piece Letters ..... 101 16,597 30219.58 19,935 3,338
Presort Letters ............. 102 16,138 43172.00 28,480 12,341
Total Letters .......... 103 32,736 | e | s | e
Single Piece Cards ...... 104 663 3023.10 1,994 1,331
Presort Cards ............... 105 701 1663.90 1,098 396
Total Cards ........... 108 1,365
Total First-Class 109 34,100
Priority Mail ......... 110 657
Express Mail .........cccoeeneeenne 111 19
Periodicals:
Within County .............. T13 | 1 e 516
Outside County ............ 117 | 26 oo, 16,336
Total Periodicals ................. 1283 | 26 oo 16,852 | oooieeeiiiiiiiieeeees | e | eeeeeerree e,
Standard Mail:
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Component | LDC 49 ~Comp forwarding | FYO7 Distibu- | pyo7 paps | Distributtion distriuion by
Component name No. cost system (938) 98. lon o tallies ased on adopting
segment notes Set equal to 938 relaped costs distribution PARS tallies proposal nine
Set W = 0.9992 $ in 000s $ in 000s $ in 000s
Enhanced Carrier 2 0 e S 567 219.81 145 (422)
Route.

Regular .....cccooevevvnenne 127 | 10 e 6,688 16238.00 10,712 4,023
Total Standard Mail 135 [ 11 e | 7,286 | e | e | s
Package Services:

Parcel Post .................. 136 (516)

Bound Printed Matter ... 137 (1,014)

Media Mail ................... 139 (236)
Total Package Services ...... 141 | 3 e | 17668 | s | e | e
U.S. Postal Service ............. 142 710 (1,789)
Free Mail .........cccc...... 147 [ 0 oevveeeceeeveeeveeeeieeeeee |96 22277 | e (96)
International Mail . 161 147 57
Total All Mail .....cccoeeeeene LG22 I L I I o < 1 5 1 O B S
Special Services:

Registry ....ccccoveviieeenns 163 | 0 oo

Certified ......cccoeeeeiennnee. 164 | 0 ...

Insurance .......cccccoeeuees 165 |0 ...

COD .ovreeeeeeeee, 166 | 0 .....

Money Orders .............. 168 | 0 oo

Stamped Cards ............ 159 | 0 ...

Stamped Envelopes ..... 169 | 0 .....

Special Handling .......... 170 | 0 .....

Post Office Box ............ 17110 ...

Other ..o 172 11 ...

Total Special Services ........ 173 |1 ...

Total Attributable ................. 198 | 100

Other Costs 199 | .o

Total Costs 200 | oo
Deprec ....cceveevciveennnn.
Maintenance Labor ............
Parts & Supplies .......
Variability ......cccocoeviiiieeins
Total Vol. Var. Costs ..........

III. Ordering Paragraphs

[Order No. 99]

It is Ordered:

1. Docket No. RM2008-3 is
established for the purpose of
considering the Request of the United
States Postal Service for Commission
Order Amending the established Costing
Methodologies for Purposes of Preparing
the FY 2008 Annual Compliance Report,
filed August 11, 2008.

2. An informal technical conference to
explore and clarify proposals is
scheduled for August 27, 2008 at 10
a.m. in the Commission’s hearing room.

3. Interested persons may file initial
comments on or before September 8,
2008.

4. Reply comments may be filed on or
before September 15, 2008.

5. William C. Miller is designated as
the Public Representative representing
the interests of the general public in this
proceeding.

6. The Secretary shall arrange for
publication of this Notice in the Federal
Register.

[Order No. 102]

1. The Motion of the United States
Postal Service to Supplement the List of

Its Proposed Costing Changes for
Purposes of Preparing the FY 2008
Annual Compliance Report, filed
August 18, 2008, is granted.

2. The proposal described in this
Order will be considered under the
current procedural schedule in Docket
No. RM2008-2.

3. The Secretary shall arrange for
publication of this Notice in the Federal
Register.

Authority: 39 U.S.C. 3652.
By the Commission.
Judith M. Grady,
Acting Secretary.
[FR Doc. E8-20694 Filed 9—5-08; 8:45 am]
BILLING CODE 7710-FW-P

DEPARTMENT OF EDUCATION
34 CFR Chapter VI

Office of Postsecondary Education;
Notice of Negotiated Rulemaking for
Programs Authorized Under Title IV
and Title Il of the Higher Education Act
of 1965, as Amended

AGENCY: Department of Education.

ACTION: Notice of invitation for public
comment and establishment of
negotiated rulemaking committees.

SUMMARY: We announce our intention to
establish negotiated rulemaking
committees to prepare proposed
regulations under Title IV and, possibly,
Title II of the Higher Education Act of
1965, as amended (HEA). The
committees will include representatives
of organizations or groups with interests
that are significantly affected by the
subject matter of the proposed
regulations. We also announce six
public hearings, at which interested
parties may suggest issues that should
be considered for action by the
negotiating committees. In addition, for
anyone unable to attend a public
hearing, we announce that the
Department will accept written

comments.

DATES: The dates, times, and locations
of the public hearings are listed under

the SUPPLEMENTARY INFORMATION section
of this notice. We must receive written
comments suggesting issues that should
be considered for action by the
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negotiating committees on or before
October 8, 2008.

ADDRESSES: Please send written
comments to Wendy Macias, U.S.
Department of Education, 1990 K Street,
NW., room 8017, Washington, DC
20006, or by fax to Wendy Macias at
(202) 502-7874. You may also e-mail
your comments to HEOA08@ed.gov.
FOR FURTHER INFORMATION CONTACT: For
information about the public hearings,

see http://www.ed.gov/HEOA or contact:

Mary Miller, U.S. Department of
Education, 1990 K Street, NW., room
8066, Washington, DC 20006.
Telephone: (202) 502—-7824. You may
also e-mail your questions about the
public hearings to: Mary.Miller@ed.gov.

For information about negotiated
rulemaking in general, see The
Negotiated Rulemaking Process for Title
IV Regulations, Frequently Asked
Questions at http://www.ed.gov/HEOA.
For further information contact: Wendy
Macias, U.S. Department of Education,
1990 K Street, NW., room 8017,
Washington, DC 20006. Telephone (202)
502-7526. You may also e-mail your
questions about negotiated rulemaking
to: Wendy.Macias@ed.gov.

If you use a telecommunications
device for the deaf (TDD), call the
Federal Relay Service (FRS), toll free at
1-800-877-8339.

Individuals with disabilities can
obtain this document in an alternative
format (e.g., Braille, large print,
audiotape, or computer diskette) by
contacting the person responsible for
information about the public hearings.
SUPPLEMENTARY INFORMATION: We intend
to develop proposed regulations to
implement the changes made to the
Higher Education Act of 1965 (HEA) by
the Higher Education Opportunity Act
of 2008 (HEOA), Public Law 110-315.
Section 492 of the HEA, as amended by
the HEOA, requires that, before
publishing any proposed regulations to
implement programs authorized under
Title IV of the HEA, the Secretary obtain
public involvement in the development
of the proposed regulations. After
obtaining advice and recommendations
from the public, the Secretary uses a
negotiated rulemaking process to
develop the proposed regulations. In
addition, section 201(2) of the HEOA
added a provision to section 207(c) of
the HEA that requires the Secretary to
submit to a negotiated rulemaking
process any regulations the Secretary
chooses to develop under amended
section 207(b)(2) of the HEA, regarding
the prohibition on a teacher preparation
program from which the State has
withdrawn approval or terminated
financial support from accepting or

enrolling any student who receives Title
IV aid.

We intend to develop proposed
regulations by following the negotiated
rulemaking procedures in section 492 of
the HEA. We anticipate using the
negotiated rulemaking procedures in
section 492 of the HEA to develop any
regulations for the new teacher
preparation program provision in
section 207(b)(2) of the HEA, although
the Secretary is not required to do so.
After a complete review of the HEOA
and the public comments presented at
the public hearings and through written
submission, we will publish a
subsequent notice (or notices)
announcing the specific subject areas for
which we intend to establish negotiated
rulemaking committees, and a request
for nominations for individual
negotiators for those committees who
represent the interests significantly
affected by the proposed regulations.

We anticipate that we will announce
our intent to establish most of the
negotiated rulemaking committees by
the end of this year, with negotiations
beginning in February 2009. For subject
areas for which implementation must
occur more quickly, the schedule will
be expedited.

For general information on the
implementation of the HEOA, see
http://www.ed.gov/HEOA.

Public Hearings

We will hold six public hearings for
interested parties to discuss the agenda
for the negotiated rulemaking sessions.
The public hearings will be held on:

e September 19, 2008 at Texas
Christian University in Fort Worth,
Texas;

e September 29, 2008 at the
University of Rhode Island, in
Providence, Rhode Island;

e October 2, 2008 at Pepperdine
University, in Malibu, California;

e QOctober 6, 2008 at Johnson C. Smith
University, in Charlotte, North Carolina;

¢ October 8, 2008 at the U.S.
Department of Education in
Washington, DC; and

¢ October 15, 2008 at Cuyahoga
Community College, in Cleveland, Ohio.
The public hearings will be held from
9:00 a.m.—4:00 p.m., local time, with the
exception of the hearing at Texas
Christian University in Fort Worth,
Texas, which will be held from 10:00
a.m.—4:00 p.m., local time. Further
information on the public hearing sites,
including addresses and directions, is
available at http://www.ed.gov/HEOA.

Individuals desiring to present
comments at the public hearings are
encouraged to do so. It is likely that
each participant choosing to make a

statement will be limited to five
minutes. Individuals interested in
making oral statements will be able to
register to make a statement beginning
at 8:30 a.m. on the day of the public
hearing (9:30 a.m. on the day of the
public hearing for the hearing at Texas
Christian University) at the
Department’s on-site registration table
on a first-come, first-served basis. If
additional time slots remain,
individuals may be given additional
time to speak. If no time slots remain,
the Department has reserved one
additional hour at the end of the day for
individuals who were not able to
register to speak. The amount of time
available will depend upon the number
of individuals who register to speak.
Speakers may also submit written
comments. In addition, for anyone
unable to attend a public hearing, the
Department will accept written
comments through October 8, 2008. (See
the ADDRESSES sections of this notice for
submission information.)

The public hearing sites are accessible
to individuals with disabilities.
Individuals needing an auxiliary aid or
service to participate in a meeting (e.g.,
interpreting service, assistive listening
device, or materials in alternative
format), should notify the contact
person for information about hearings
listed under FOR FURTHER INFORMATION
CONTACT in this notice in advance of the
scheduled meeting date. Although we
will attempt to meet any request we
receive, we may not be able to make
available the requested auxiliary aid or
service because of insufficient time to
arrange it.

Electronic Access to This Document

You may view this document, in text
or Adobe Portable Document Format
(PDF), on the Internet at the following
site: http://www.ed.gov/news/
fedregister. To use PDF you must have
Adobe Acrobat Reader, which is
available free at this site. If you have
questions about using PDF, call the U.S.
Government Printing Office toll free at
1-888-293-6498; or in the Washington,
DC, area at (202) 512—1530.

Note: The official version of this document
is the document published in the Federal
Register. Free Internet access to the official
edition of the Federal Register and the Code
of Federal Regulations is available on GPO
Access at: http://www.gpoaccess.gov/nara/
index.html.

Program Authority: 20 U.S.C. 1098a; Pub.
L. 110-315, § 201(2).
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Dated: September 3, 2008.
Cheryl A. Oldham,

Acting Assistant Secretary for Postsecondary
Education.

[FR Doc. E8-20776 Filed 9-5-08; 8:45 am]
BILLING CODE 4000-01-P

DEPARTMENT OF COMMERCE

National Oceanic and Atmospheric
Administration

50 CFR Part 665
[Docket No. 070720390-81114-02]
RIN 0648—-AV28

Fisheries in the Western Pacific;
Bottomfish and Seamount Groundfish
Fisheries; Management Measures for
the Northern Mariana Islands

AGENCY: National Marine Fisheries
Service (NMFS), National Oceanic and
Atmospheric Administration (NOAA),
Commerce.

ACTION: Proposed rule; request for
comments.

SUMMARY: This proposed rule would
establish Federal permitting and
reporting requirements for all
commercial bottomfish vessels fishing
in the U.S. Exclusive Economic Zone
(EEZ) around the Commonwealth of the
Northern Mariana Islands (CNMI). The
proposed rule would also close certain
EEZ waters around the CNMI to
bottomfish fishing by vessels over 40 ft
(12.2 m) long. Vessel monitoring system
units would be installed on these
vessels, and the operators of these
vessels would be required to submit
Federal sales reports in addition to
catch reports. This proposed rule is
intended to ensure adequate collection
of information about the CNMI
commercial bottomfish fishery, provide
for sustained community participation,
and maintain a consistent supply of
locally-caught bottomfish to CNMI
markets and seafood consumers.
Combined, these measures are intended
to prevent the depletion of bottomfish
stocks in the CNMI, and to sustain the
fisheries that depend on them.
DATES: Comments on this proposed rule
must be received by October 23, 2008.
ADDRESSES: Comments on the
amendment, identified by 0648—AV28,
may be sent to either of the following
addresses:

¢ Electronic Submission: Submit all
electronic public comments via the
Federal e-Rulemaking Portal
www.regulations.gov; or

e Mail: William L. Robinson,
Regional Administrator, NMFS, Pacific

Islands Region (PIR), 1601 Kapiolani
Blvd, Suite 1110, Honolulu, HI 96814—
4700.

Instructions: All comments received
are a part of the public record and will
generally be posted to
www.regulations.gov without change.
All personal identifying information
(e.g., name, address, etc.) submitted
voluntarily by the commenter may be
publicly accessible. Do not submit
confidential business information, or
otherwise sensitive or protected
information. NMFS will accept
anonymous comments (if you wish to
remain anonymous, enter “NA” in the
required name and organization fields).
Attachments to electronic comments
will be accepted in Microsoft Word or
Excel, WordPerfect, or Adobe PDF file
formats only.

Copies of the Fishery Management
Plan for Bottomfish and Seamount
Groundfish Fisheries of the Western
Pacific Region (Bottomfish FMP) and
proposed Amendment 10 are available
from the Western Pacific Fishery
Management Council (Council), 1164
Bishop St., Suite 1400, Honolulu, HI
96813, tel 808—-522-8220, fax 808—522—
8226, or www.wpcouncil.org.

FOR FURTHER INFORMATION CONTACT: Bob
Harman, NMFS PIR, 808—944—-2271.
SUPPLEMENTARY INFORMATION: This
Federal Register document is also
accessible at the Office of the Federal
Register web site www.gpoaccess.gov/fr.

The bottomfish fishery around the
Northern Mariana Islands is managed
under the Bottomfish FMP, which was
developed by the Council, and approved
and implemented by NMFS. The
Council has submitted Bottomfish FMP
Amendment 10 to NMFS for review
under the Magnuson-Stevens Fishery
Conservation and Management Act
(Magnuson-Stevens Act). This proposed
rule would implement the management
provisions recommended in
Amendment 10, if the amendment is
approved by the Secretary of Commerce.

CNMI nearshore areas have been
fished for years by bottomfish fishermen
who engage in a mix of subsistence,
recreational, and small-scale
commercial fishing. These fishermen
typically operate small vessels (less than
25 ft (7.6 m)), and tend to fish more in
the summer months when weather and
sea conditions are calmer. Most of these
small vessels target shallow-water
bottomfish, but some also target deep-
water species. The catch from these
small vessels is destined for local
markets and consumers in the CNMI,
and is usually not exported.

In addition to small vessels, several
larger vessels (over 40 ft (12.2 m) in

length) also target deep-water
bottomfish at offshore seamounts and
banks. In 2006, for example, there were
six large vessels targeting bottomfish
around the CNMI. Landings from these
large vessels are offloaded on Saipan
and in other CNMI commercial ports,
and are often exported by air to Japan.
Thus, the catch from these large vessels
does not enter local markets as a food
supply for CNMI residents. If these
vessels were to target bottomfish in
nearshore waters around CNMI, the
resulting fishing pressure could be
excessive on bottomfish stocks at
nearshore banks, potentially threatening
both the fish stocks and the fisheries
that have historically been dependent
on these resources.

The CNMI is relatively close to Guam,
and it is possible for large bottomfish
vessels based in Guam to travel to
fishing grounds in the CNMI. NMFS
recently implemented a final rule that
prohibits large vessels (i.e., greater than
50 ft (15.2 m)) from bottomfish fishing
within 50 nm (80.5 km) around Guam
(71 FR 64474; November 2, 2006).
Without similar closed areas around the
CNM]I, operators of these large Guam-
based vessels may choose to fish for
bottomfish within U.S. EEZ waters
around the CNMI. This could result in
excessive fishing pressure on bottomfish
stocks at nearshore banks, potentially
threatening both the fish stocks and the
fisheries that have historically been
dependent on these resources.

In addition to the possibility of Guam-
based vessels entering the CNMI
bottomfish fishery, the Council is
concerned about several other issues
regarding bottomfish fishing in the
CNML. First, existing data collection
programs in the CNMI are insufficient to
monitor catches and determine the
impacts of the fishery on the bottomfish
stocks being harvested, or to determine
the species composition and amount of
discarded catch. Second, large
bottomfish vessels need to harvest
relatively large catches to cover
operational costs, and these large
catches could deplete nearshore stocks.
Stock depletion would threaten the
sustainability of the CNMI bottomfish
fishery, and if catch rates were
significantly reduced, small vessels
would not be able to continue operating.
Finally, because the catches from large
vessels are typically exported,
traditional patterns of supply and
consumption of bottomfish in the local
community would be disrupted.

In response to these concerns, the
Council developed Amendment 10 with
the following objectives: (1) ensure that
adequate information is routinely
collected for the CNMI offshore
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bottomfish fishery; (2) provide for
sustained community participation; and
(3) encourage the consistent availability
of locally-caught deepwater bottomfish
to CNMI markets and consumers.

The issues considered here were first
raised in 2001 by CNMI members of the
Council’s Advisory Panel. The Council
and its advisory groups discussed these
issues during 2001 and 2002, and the
Council first took action on the
measures contained in this document on
February 13, 2003, at its 117th Council
meeting held in Saipan, CNMI. A range
of alternatives and preliminary analyses
of their anticipated impacts were
presented for consideration and the
Council identified several management
recommendations. Following further
public comments, at its 118th meeting
(June 2003, in Honolulu, Hawaii) the
Council again considered this matter
and recommended that additional input
on the issue and alternatives be solicited
from the CNMI government.
Correspondence with the CNMI
governor, and public input during a
series of scoping sessions in the CNMI,
led to the development and analysis of
a revised set of management
recommendations, adopted at the
Council’s 126th meeting held March 14—
17, 2005, in Honolulu, Hawaii. The
Council then prepared Amendment 10

(including an environmental
assessment) that contains background
information on the issue, associated
analyses, and proposed regulatory
changes for consideration by NMFS.
This proposed rule would implement
the management measures
recommended in Amendment 10.

This proposed rule would require the
owners of all vessels commercially
fishing for bottomfish management unit
species (BMUS) in EEZ waters around
the CNMI to obtain Federal fishing
permits. Permit eligibility would not be
restricted, and permits would be
renewable on an annual basis. NMFS
has initially determined that a permit
fee of $80 is appropriate, but will
consider whether a lesser cost is
sufficient to cover the administrative
costs of the permit. The amount of the
permit fee is calculated in accordance
with the procedures of the NOAA
Finance Handbook for determining the
administrative costs of each special
product or service incurred in
processing the permit. The fee may not
exceed such costs and is specified with
each permit application form.

This proposed rule would require the
operators of all commercial bottomfish
vessels to complete and submit Federal
catch reports. These daily reports are
logbooks that contain the fisherman’s
record of bottomfish fishing effort,

catch, discards, interactions with
protected species, and related
information. In addition to the fishing
logbook, vessels over 40 ft (12.2 m)
fishing for bottomfish in the CNMI
would be required to complete and
submit Federal sales reports for the
bottomfish that they sell.

This proposed rule would close
certain EEZ waters around the CNMI to
bottomfish fishing by vessels over 40 ft
(12.2 m). The closed areas would
include EEZ waters from the shoreline
to 50 nm (80.5 km) around the southern
islands of the CNMI, from the Guam-
CNMI EEZ boundary to a line halfway
between Farallon de Medinilla and
Anatahan Islands, and EEZ waters from
the shoreline to 10 nm (18.5 km) around
the northern island of Alamagan (Fig. 1).
The closed area boundaries would be
defined by straight lines for clarity and
to facilitate enforcement. Transshipping
of bottomfish would continue to be
allowed within the closed areas. Any
vessel commercially receiving
bottomfish fish or fish products from a
fishing vessel would be required to be
registered with a valid CNMI
commercial bottomfish permit, and the
operator would be required to report
any bottomfish transshipping activity in
the Federal fishing logbook forms.
BILLING CODE 3510-22-S
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Figure 1. Proposed CNMI medium and large vessel prohibited areas.

BILLING CODE 3510-22-C

Shipboard vessel monitoring system
(VMS) units would be required on
vessels over 40 ft (12.2 m). The VMS is
an automated, satellite-based system
that assists NOAA'’s Office for Law
Enforcement and the U.S. Coast Guard

in monitoring compliance with closed
areas in a reliable and cost-effective
manner. Electronic VMS shipboard
equipment installed permanently on
board a vessel provides information
about the vessel’s position and activity.
That information is communicated

between the shipboard VMS unit and
the monitoring agency’s fishery
monitoring center, where the identity
and location of the vessels are shown on
a map display, comparing vessel
positions with features of interest, such
as closed area boundaries. The Pacific
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Islands VMS was developed in
cooperation with fishermen, fishery
managers, the U.S. Coast Guard, and
other government agencies, and is
currently used in the Hawaii- and
American Samoa-based longline
fisheries, and in the bottomfish fishery
operating in the Papahanaumokuakea
Marine National Monument in the
Northwestern Hawaiian Islands (NWHI).

CNMI-registered bottomfish vessels
are required to be marked with their
official number in block lettering of a
minimum of three inches (7.6 cm) high.
The implementation of the new CNMI
commercial bottomfish permit would tie
to a related Federal vessel identification
requirement in § 665.16 that requires
Federal permit holders to mark their
vessels in a specific way using much
larger lettering. These Federal vessel
identification requirements were created
for large commercial fishing vessels to
assist in aerial and at-sea enforcement of
fishing regulations. The typical CNMI-
based commercial bottomfish vessel,
however, is not large enough to have the
superstructure or deckhouse to support
the Federal vessel identification
markings. The proposed rule would
exempt CNMI-based commercial
bottomfish vessels from the Federal
vessel identification requirements, if the
vessels are less than 40 ft (12.2 m) long
and in compliance with CNMI vessel
registration and marking requirements.
Commercial CNMI bottomfish vessels
over 40 ft (12.2 m) would be required to
be marked in compliance with Federal
vessel identification requirements.

To date, the regional requirements for
VMS in 50 CFR part 665 have applied
only to pelagic longline fishing, so the
requirements are located in the pelagic
fisheries section of the regulations. (The
VMS requirements for the NWHI
bottomfish fishery are found in 50 CFR
404.5 and are not affected by this
proposed rule.) Because the proposed
rule would add VMS requirements for
bottomfish fishing, the section regarding
the vessel monitoring system (§ 665.25)
would be moved from the pelagic
fishery requirements to the general
requirements and renumbered as
§665.19. Accordingly, the VMS-related
prohibitions found in § 665.22 would
also be moved to the general
prohibitions in § 665.15. The VMS-
related requirements would also be
clarified to require that VMS units be
installed and operational when vessels
are at sea.

In the definition of bottomfish
management unit species, the scientific
name for armorhead is revised to the
valid taxonomic name, and the
scientific name of the pink snapper is
revised to include the species, which

was inadvertently omitted from the
definition. The spellings of local names
of the longtail and pink snappers are
also corrected. In the definition of
receiving vessel permit, the cross-
reference to receiving vessel permits for
pelagic longlining is corrected to the
proper paragraph.

Comments on this proposed rule must
be received by October 23, 2008. To be
considered, comments must be received
by close of business on October 23,
2008, not postmarked or otherwise
transmitted by that date.

In addition to soliciting public
comments on this proposed rule, NMFS
is soliciting comments on proposed
FMP Amendment 10 through October
20, 2008, as stated in the Notice of
Availability published on August 20,
2008 (73 FR 49157). Public comments
on this proposed rule, if received by
October 20, 2008, will also be
considered in the approval/disapproval
decision for Amendment 10. Comments
received after that date may not be
considered in the approval/disapproval
decision for Amendment 10, but will be
considered for this proposed rule.

Classification

Pursuant to section 304 (b)(1)(A) of
the Magnuson-Stevens Act, the NMFS
Assistant Administrator has determined
that this proposed rule is consistent
with the Bottomfish FMP, other
provisions of the Magnuson-Stevens
Act, and other applicable laws, subject
to further consideration after public
comment.

The Council prepared an
Environmental Assessment for
Amendment 10 that evaluates the
potential impacts of the proposed action
and alternatives. A copy of the
environmental assessment is available
from the Council (see ADDRESSES).

The purpose and need for the
proposed action is to monitor the CNMI
bottomfish fishery, to sustain
community participation in the
bottomfish fishery (i.e., small-scale
fishing, community exchange, and sale),
and to encourage consistent availability
of locally-caught bottomfish in the
CNMI.

Five alternatives were considered:
Alternative 1 - No action, Alternative 2
- Establish a 3-50 nm (5.6—80.5 km)
closure for large vessels (over 50 ft (15.2
m)) and other permitting and reporting
measures, Alternative 3 - Establish a 250
Ib (113 kg) limit for onaga (longtail
snapper, Etelis coruscans) per trip (all
fishermen on the trip combined) outside
3 nm (5.6 km) from the CNMI,
Alternative 4 - Limit entry to recent
documented fishery participants outside
3 nm (5.6 km) from the CNMI, and 5 -

Establish a 50 nm (80.5 km) closure for
vessels over 40 ft (12.2 m) and other
permitting and reporting measures.
Alternative 5 was selected as the
preferred alternative. The action would
establish a 50 nm (80.5 km) closed area
for commercial bottomfish vessels over
40 ft (12.2 m) around the southern
islands in the CNMI, and would also
establish a 10 nm (18.5 km) closure
around the northern island of
Alamagan. Vessels over 40 ft (12.2 m)
would be required to have VMS units
installed, and the operators would be
required to submit Federal sales reports
for the bottomfish they sell. Alternative
5 would also require Federal fishing
permits and data reporting for all
commercial bottomfish vessels.

The Council expects that the
proposed rule would maintain or
improve current levels of bottomfish
recruitment and control the risk of
localized depletion from nearshore
fishing by medium and large vessels.
The proposed rule would maintain the
opportunity for viable catch rates at
banks within the limited fishing range
of smaller vessels in the CNMI, which
would promote social and economic
stability within the community-based
fishery and help preserve elements of
the local fishing culture. The rule may
discourage (but would not prohibit)
expansion of the medium and large
vessel sectors.

Most CNMI commercial bottomfish
vessels are smaller than 40 ft (12.2 m)
and generally around 25 ft (7.6 m).
There are currently no active large
vessels in the fishery. Six vessels larger
than 40 ft (12.2 m) were active in 2006,
and one in 2007. The closed areas
around Saipan and Alamagan would
serve to discourage (but would not
prohibit) the renewal of a large-vessel
export-oriented bottomfish fishery.
These large vessels would still be able
to fish in waters beyond 50 nm (80.5
km) around the southern CNMI islands,
outside of 10 nm (18.5 km) around
Alamagan, and in all other waters of the
northern CNMI. The permitting and data
collection measures would improve
information that is available to fishery
scientists and managers, and would be
used to improve stock assessments and
support management measures that
achieve optimum yields and maintain a
sustainable fishery. The proposed rule
would help to ensure the availability of
locally-caught bottomfish for CNMTI’s
consumers, enable larger vessels to
continue to harvest bottomfish, and
continue some opportunities for
overseas bottomfish sales.

By reducing the potential for fishing
pressure from medium and large
vessels, the proposed rule is expected to
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reduce the risk of nearshore bottomfish
depletion and ensure healthy bottomfish
stocks. Catches of non-target fish are
low because of the selective nature of
the fishing gear used, and these non-
target catches are expected to remain
low as a result of the reduced fishing
effort.

The proposed rule is not expected to
have a significant adverse impact on
coastal, demersal, or other marine
habitats including essential fish habitat
or habitat areas of particular concern.
The proposed measures are intended to
reduce fishing pressure on nearshore
bottomfish areas, and would result in a
few larger vessels being required to
move further offshore. There is a slight
potential for increased impacts of
bottomfish fishing on the essential fish
habitat of offshore banks, but because of
the gear types used in the fishery, and
the proposed requirements for permits
and reporting, the impacts are not
expected to be significant.

No significant adverse impacts are
expected on protected marine mammals,
sea turtles, or seabirds. In general, the
CNMI bottomfish and pelagic fisheries
are small-scale hook-and-line fisheries
with few to no interactions with marine
mamimals, sea turtles, or seabirds. The
proposed rule would reduce fishing
pressure within 50 nm (80.5 km) of the
CNMI southern islands and 10 nm (18.5
km) of Alamagan Island, and is not
expected to result in significant changes
in fishing interactions with protected
species in other areas.

Positive impacts on the catch rates for
small vessels are expected because
medium and large commercial
bottomfish fishing vessels would be
prohibited from fishing near the
southern islands and Alamagan.
Negative impacts may be expected for
medium and large commercial vessels
due to increased operating costs
associated with fishing beyond the
closed area boundaries. This negative
impact may be offset by higher
bottomfish catch rates in the offshore
areas that have been fished to a lesser
degree. Given that no large commercial
bottomfish vessels are thought to be
operating around the southern islands
or Alamagan at this time, no immediate
impacts are expected and future fishing
operations would be able to anticipate
the expenses.

There would be additional
administrative burdens and costs to
NMEFS for implementing the proposed
rule. These costs would vary depending
on the size of the CNMI commercial
bottomfish fishery. The Federal permit
program is expected to cost $20-35K
annually. The cost to establish the data
reporting program is estimated to be

about $70K, and the annual operating
costs, including shoreside monitoring, is
estimated at about $100K. The costs to
NMFS and the USCG to enforce the
permitting, data reporting, and closed
area requirements (including the VMS
program) are expected to be $372—-403K
for the first year, and $260-290K
annually after that.

This proposed rule has been
determined to be not significant for
purposes of Executive Order 12866.

An initial regulatory flexibility
analysis (IRFA) was prepared, as
required by section 603 of the
Regulatory Flexibility Act. The IRFA
describes the economic impact this
proposed rule, if adopted, would have
on small entities. A description of the
action, why it is being considered, and
the legal basis for this action are
contained at the beginning of this
section in the preamble and in the
SUMMARY section of the preamble. A
summary of the analysis follows.

Description of Small Entities to Which the
Rule Would Apply

The preferred alternative would apply to
all vessels commercially fishing for
bottomfish in U.S. EEZ waters around CNML
Given an annual average of 58 known
commercial fish harvesting vessels between
2001-05, with an annual average fleet-wide
adjusted revenue of $136,827, it is estimated
that each vessel operator realized an average
of $2,359 in annual ex-vessel gross revenues
from their bottomfish fishing operations.
Because each vessel has gross receipts under
$4.0 million, is independently owned and
operated, and is not dominant in its field, all
vessels comprising this fishery are deemed to
be small entities under the Small Business
Administration’s definition of a small fish
harvester. In 2005, 62 vessels less than 40 ft
(12.2 m) participated in the CNMI bottomfish
fishery. As many as eleven medium and large
vessels (i.e., greater than 40 feet or 12.2 m)
are believed to have participated in this
fishery since 1997. Information from fisheries
officials in the CNMI indicate that there were
six active medium and large vessels in 2006,
and one in 2007.

Description of Alternatives

Alternative 1: No Action. In the short-term,
fishery participants would be expected to
continue their normal operations. In the
longer-term, economic impacts (including
market and non-market impacts) on small-
vessel commercial, recreational, and charter
fishery participants could be negative if
localized depletion of bottomfish occurs
within their limited fishing range. Due to
their larger vessel sizes, larger-scale
commercial bottomfish operations (which are
still considered small entities) would still
have access to offshore fishing areas. Smaller
vessels would not, however, and could see
bigger losses. Operators of the smaller vessels
already generally participate in more than
one fishery over the course of a year, and
would likely shift their bottomfish fishing
effort to other boat-based fisheries (e.g.,

pelagic trolling). Whether or not they would
be able to recoup their lost bottomfish
income is unclear, but a disruption of the
nearshore bottomfish fishery would represent
a reduction in their portfolio of fishing
opportunities.

Alternative 2: Prohibit commercial fishing
for bottomfish management unit species
(BMUS) by vessels greater than 50 ft (15.2 m)
within U.S. EEZ waters 3-50 nm (5.6-80.5
km) around the CNMI; require that operators
of vessels greater than 50 ft (15.2 m) that land
BMUS in the CNMI have Federal fishing
permits and submit Federal logbooks of their
associated catch and effort. Alternative 2
may have more positive impacts than
Alternative 1 for small-vessel commercial,
recreational, and charter fishery participants
by maintaining the opportunity for viable
catch rates at banks within their limited
fishing range around the CNMI. Unlike
Alternative 1, Alternative 2 could cause
negative impacts on the large-vessel
commercial sector of the fishery (whose
participants are still considered small
entities) through the realization of increased
operating costs necessitated by the
requirement that large vessels fish on banks
greater than 50 nm (80.5 km) from the CNMI,
although this impact might be offset initially
by higher bottomfish catch rates at more
distant seamounts that remain open to large
vessels. Likely areas for bottomfish fishing
more than 50 nm (80.5 km) from shore are
a chain of seamounts, some rising to shallow
depths, about 200 nm (370 km) west of the
Mariana Islands. As these areas have not
been previously fished by the CNMI fleet,
there would be a high cost associated with
exploring the bottomfish fishing potential of
these seamounts and their catch rates are
unknown.

As compared to the No Action Alternative,
Alternative 2 would eliminate commercial
bottomfish fishing by large vessels (still
considered small entities for purposes of this
analysis) in waters 3—50 nm (5.6—80.5 km)
around the CNMI. There may be immediate
impacts to vessel operations under this
alternative as there may be some large
commercial bottomfish fishing vessels active
in waters within 50 nm (80.5 km) of the
Northern Islands, though none is believed to
be active in waters around the Southern
Islands. This alternative would eliminate the
potential renewal or expansion of the large
vessel fishery sector in waters around Saipan.
Thus, Alternative 2 would have greater
potential than Alternative 1 for reducing the
risk of local depletion of areas around Saipan
that are fished by small-scale fishermen. A
chain of seamounts lies parallel to the
Mariana Archipelago nearly 200 nm (370 km)
to the west. Some of these seamounts rise to
shallow depths, but the seamounts are
poorly-charted and the associated bottomfish
habitat is not known. Whether or not large
vessels would invest time and money in
exploring these seamounts for bottomfish
grounds under this alternative is unknown.
In the long-term, this alternative would
foreclose the opportunity for commercial
bottomfish fishing using large vessels in the
closed areas.
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This alternative would require the
operators of CNMI-based vessels larger than
50 ft (15.2 m) commercially fishing for
bottomfish in U.S. EEZ waters around the
CNMI to obtain Federal fishing permits and
to submit Federal catch reports. Permit
eligibility would not be restricted, and the
permit would be renewable on an annual
basis. It is anticipated that initial permit
applications would require 0.5 hr per
applicant, with renewals requiring an
additional 0.5 hr annually. No special skills
beyond the ability to read and write in
English would be required to complete the
permit application, logbooks or sales reports.
The fee for the proposed Federal fishing
permit is proposed to be $80, and would be
calculated in accordance with the procedures
of the NOAA Finance Handbook for
determining the administrative costs of each
special product or service incurred in
processing the permit. In developing the final
rule, NMFS may consider whether a lesser
permit fee is appropriate. A $20 permit fee
would represent approximately 0.8 percent of
revenues earned by individual vessels in the
2001-05 fishery. Similarly, a $40 permit fee
would represent about 1.7 percent, a $60 fee
would be about 2.6 percent, and an $80 fee
would represent about 3.4 percent of
revenues earned by individual vessels in the
2001-05 fishery.

Alternative 3: Limit onaga landings to no
more than 250 1b (113 kg) per trip for any
vessel fishing in U.S. EEZ waters beyond 3
nm (5.6 km) around the CNMI. Alternative 3
would be expected to yield beneficial
economic impacts for small vessels that
target onaga (longtail snapper). They would
be expected to maintain their opportunities
for viable onaga catch rates at banks within
their limited fishing range, as the reduced
fishing revenues expected with a per-trip
limit of 250 1b (113 kg) of onaga would
discourage competition from large-scale,
commercial onaga-fishing operations.
Economic impacts on these large-scale
operations (still considered small entities)
would be adverse, as a 250-1b (113-kg) trip
limit would not yield enough revenues to
cover trip costs, and these trips would be
expected to become economically inefficient.
This would be expected to discourage
medium/large vessels from entering the
fishery.

Alternative 4: Establish a limited access
program with Federal permit and reporting
requirements, for vessels targeting BMUS
more than 3 nm (5.6 km) around the CNMI.
Alternative 4 would likely have a positive
economic impact on catch rates and ex-vessel
revenues for fishery participants who have a
documented history of bottomfish fishing in
the U.S. EEZ, but a negative impact for
undocumented or future potential
participants. Limiting total fishery
participation would be expected to result in
increased catch rates for qualifying
participants, fishing efficiency, and profits
for those who qualify and continue fishing.
Economic impacts on existing and future
non-qualifiers would be highly adverse, with
no bottomfish catches or revenues available
for this group. If limited-access permits were
transferable, this alternative would also

create an economic value for these permits,
as the original qualifiers could subsequently
sell or lease them to a new round of
participants. This would represent a windfall
profit to the original qualifiers.

This alternative would require the
operators of all CNMI-based vessels
commercially fishing for bottomfish in U.S.
EEZ waters around the CNMI to obtain
Federal fishing permits and to submit Federal
catch reports. Permit eligibility would not be
restricted in any way, and permits would be
renewable on an annual basis. It is
anticipated that initial permit applications
would require 0.5 hr per applicant, with
renewals requiring an additional 0.5 hr
annually. The fee for the proposed Federal
fishing permit is proposed to be $80, and
would be calculated in accordance with the
procedures of the NOAA Finance Handbook.
A $20 permit fee would represent
approximately 0.8 percent of revenues earned
by individual vessels in the 2001-05 fishery.
Similarly, a $40 permit fee would represent
about 1.7 percent, a $60 fee would be about
2.6 percent, and an $80 fee would represent
about 3.4 percent of revenues earned by
individual vessels in the 2001-05 fishery.
Based on experience in other fisheries, it is
expected that the time requirement for filling
out Federal catch reports would be
approximately 20 min per vessel per fishing
day. No special skills beyond the ability to
read and write in English would be required
to complete the permit application, logbooks
or sales reports.

Alternative 5 (Preferred): Prohibit
commercial fishing for BMUS by medium
and large vessels within U.S. EEZ waters 0—
50 nm (0-80.5 km) around CNMI in the area
from the southern boundary of the EEZ
(south of Rota) to the north latitude of 16 10’
47" (halfway between Farallon de Medinilla
to Anatahan) and within EEZ waters 0-10 nm
(0-18.5 km) around Alamagan Island; require
that medium and large vessels fishing
commercially for BMUS in EEZ waters
around the CNMI carry operating VMS units,
and complete Federal sales reports for any
BMUS sold in the CNMI; require that
operators of all vessels fishing commercially
for BMUS in EEZ waters around the CNMI
have Federal fishing permits and submit
Federal logbooks of their associated catch
and effort. The impacts of Alternative 5 on
commercial bottomfish vessels over 40 ft
(12.2 m) would be similar to those of
Alternative 2. However, the impacts to the
catch rates and ex-vessel revenues of small-
vessel fishermen would be more pronounced,
as medium and large commercial bottomfish
fishing vessels (though still considered small
entities) would be prohibited from fishing
around the southern islands and Alamagan.
The recent general absence of such vessels
from the fishery suggests that the area is not
profitable for these vessels, and fishing in the
restricted area may be more opportunistic
than planned. Therefore, restricting medium
and large vessels in the area may yield only
a minimal adverse economic impact to
individual vessels, mitigated by profitable
opportunities elsewhere.

This alternative would require the
operators of all CNMI-based vessels
commercially fishing for bottomfish in U.S.

EEZ waters around the CNMI to obtain
Federal fishing permits and to submit Federal
catch reports. Permit eligibility would not be
restricted in any way, and the permit would
be renewable on an annual basis. It is
anticipated that initial permit applications
would require 0.5 hr per applicant, with
renewals requiring an additional 0.5 hr
annually. The fee for the proposed Federal
fishing permit is proposed to be $80, and
would be calculated in accordance with the
procedures of the NOAA Finance Handbook.
A $20 permit fee would represent
approximately 0.8 percent of revenues earned
by individual vessels in the 200105 fishery.
Similarly, a $40 permit fee would represent
about 1.7 percent, a $60 fee would be about
2.6 percent, and an $80 fee would represent
about 3.4 percent of revenues earned by
individual vessels in the 2001-05 fishery.
Based on experience in other fisheries, it is
expected that the time requirement for filling
out Federal catch reports would be
approximately 20 min per vessel per fishing
day. No special skills beyond the ability to
read and write in English would be required
to complete the permit application, logbooks
and sales reports.

This proposed rule contains
collection-of-information requirements
subject to review and approval by the
Office of Management and Budget
(OMB) under the Paperwork Reduction
Act (PRA), including permits, catch and
sales reports, vessel identification, and
VMS. These requirements have been
submitted to OMB for approval. Permit
eligibility would not be restricted in any
way, and the permit would be
renewable on an annual basis. The
Council anticipates that initial permit
applications would require 0.5 hours
per applicant, with renewals requiring
an additional 0.5 hours annually. It is
estimated that NMFS may receive and
process up to 50 to 125 permit
applications each year. Thus, the total
collection-of-information burden to
fishermen for permit applications is
estimated at 